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EDUCATION,  AND  WELFARE 

SUBCHAPTER  H — MEDICAL  DEVICES 
[Docket  No.  76N-0019I 

PART  801 — HEARING  AID  DEVICES 

Professional  and  Patent  Labeling  and 
Conditions  for  Sale 

The  Food  and  Drug  Administration 
(PDA)  Is  establishing  uniform  profes¬ 
sional  and  patient  labeling  requirements 
and  conditions  for  sale  of  hearing  aid  de¬ 
vices.  The  regulations  prescribe  the  types 
of  Information  that  must  be  Included  In 
the  labeling  to  provide  hearing  health 
professionals  and  patients  with  adequate 
directions  for  the  safe  and  effective  use 
of  a  hearing  aid;  specify  the  technical 
performance  data  that  must  be  included 
bi  the  labeling  to  ^isure  that  hearing 
health  professionals  have  adequate  In¬ 
formation  to  select,  fit,  and  repair  a 
hearing  aid  for  a  patient;  and  restrict 
the  sale  of  a  hearing  aid  to  those  pa¬ 
tients  who  have'  undergone  medical  eval¬ 
uation  within  the  past  6  months,  but 
with  a  provision  ^at  fully  informed 
adult  patients  (18  years  of  age  or  older) 
may  waive  the  medical  evaluation  be¬ 
cause  of  personal  or  religious  beliefs. 
These  regulations  shall  become  effective 
August  15, 1977. 

In  the  Federal  Register  of  April  21, 
1976  (41  FR  16756),  the  Commissioner 
of  Food  and  Drugs  pn^xised  to  amend 
Chapter  I  of  Title  21  of  the  Code  of 
Federal  Regulations  by  adding  new 
S§  801.420  and  801.421  to  establish  pro¬ 
fessional  and  patlCTt  labeling  and  con¬ 
ditions  for  sale  for  hearing  aid  devices, 
referred  to  hereinafter  as  hearing  aids. 
Interested  persons  were  given  until 
June  21.  1976  to  submit  writbm  com¬ 
ments,  suggestions  or  objections.  Approx¬ 
imately  500  comments  were  received 
from  consumers,  consumer  groups,  hear¬ 
ing  aid  dispensers,  trade  associations, 
manufacturers,  audiologists,  physicians, 
and  government  agencies. 

The  following  text  contains  pertinent 
background  Information  and  a  summary 
of  the  comments  received  on  the  pro- 
posaL  as  well  as  Ihe  Commissioner’s 
evaluation  of  and  response  to  the  com¬ 
ments: 

The  preamble  to  the  proposed  regula¬ 
tion  contained  a  section  entitled  “Back¬ 
ground.”  which  summarized  the  activi¬ 
ties  of  consumer  groups,  (Congress,  and 
the  Department  of  Health.  Education, 
and  Welfare  (HEW)  that  have  Identified 
problems  In  the  present  hearing  aid 
health  delivery  system.  The  “Back¬ 
ground”  section  In  the  proposal  failed, 
however,  to  reference  the  efforts  of  two 
Congressional  cimimlttees  that  held  open 
hearings  on  the  hearing  aid  health  care 
delivery  system.  In  May  of  1975,  the 
Subcommittee  on  Government  Regula¬ 
tions  of  the  Select  Committee  on  Small 
Business,  United  States  Senate,  chaired 
by  Senator  Thomas  J.  McIntsTe,  held 
hearings  on  economic  problems  In  the 
hearing  aid  Industry  (Ref.  14) .  The  sub¬ 
committee  Investigated  matters  such  as 


competition,  prices,  advertising  and 
marketing  practices,  research  and  de¬ 
velopment,  government  purchasing  and 
reimbursement,  the  role  of  small  busi¬ 
ness,  and  in  general,  how  the  hearing  aid 
Industry  has  responded  to  the  needs  of 
the  hearing  Impaired.  In  April  of  1976 
the  Senate  Permanent  Subcommittee  on 
Investigations,  chaired  by  Senator 
CTiarles  H.  Percy,  also  held  hearings  on 
the  hearing  aid  Industry.  These  hearings 
reconfirmed  that  many  hearing-im¬ 
paired  consumers  do  not  obtain  a  medi¬ 
cal  evaluation  of  their  hearing  impair¬ 
ment  before  purchasing  a  hearing  aid. 
Senator  Percy,  In  closing  the  hearings, 
stated  that  “Twenty  million  hearing- 
impaired  Americans  are  being  denied 
top-flght  treatment  by  a  delivery  sys¬ 
tem  that  simply  is  not  working”  (Ref. 
15).  As  a  result  of  testimony  presented 
at  these  hearings.  Senator  Percy  recom¬ 
mended  that  FDA  promulgate  regula¬ 
tions  that  would  restrict  the  sale  of  hear¬ 
ing  aids  to  those  patients  who  have  un¬ 
dergone  a  medical  evaluation. 

FEDERAL  TRADE  COMMISSION  ACTIVITIES  AF¬ 
FECTING  THE  HEARING  AID  INDUSTRY 

The  Federal  Trade  Commission  (FTO 
also  has  been  studying  the  hearing  aid 
health  care  delivery  system  to  deter¬ 
mine  what  steps  should  be  taken  to  pro¬ 
tect  consumers  from  unfair  or  decep¬ 
tive  acts  or  practices  In  the  sale  of  hear¬ 
ing  aids.  In  the  Federal  Register  of 
June  24.  1975  (40  PR  26646),  the  FTC 
published  an  “Initial  notice”  of  a  pro¬ 
posed  trade  regulation  rule  for  the  hear¬ 
ing  aid  industry.  The  rule  making  record 
was  closed  on  October  22,  1976.  The  re¬ 
ports  of  the  presiding  ofiBcer  and  the 
PTC  staff  concerning  the  proposed  rule 
are  now  being  prepared. 

The  essential  provisions  of  the  PTC 
proposed  rule  are:  (1)  A  requirement 
that  every  hearing  aid  buyer  (with  cer¬ 
tain  exceptions)  be  given  the  right  to 
cancel  the  purchase  for  any  reason  any 
time  within  30  calendar  days  of  delivery 
and  receive  a  refund  of  most  of  the  pur¬ 
chase  price  (in  effect,  a  mandatory  trial 
rental  period);  (2)  a  requirement  that 
sellers  of  hearing  aids  obtain  prior  ex¬ 
press  written  consent  to  a  sales  visit  In 
the  buyer’s  home  or  office;  (3)  a  prohi¬ 
bition  of  certain  other  selling  techniques; 
(4)  a  prohibition  of  certain  representa¬ 
tions  concerning  hearing  aid  sellers;  (5) 
a  prohibition  of  certain  representations 
concerning  hearing  aids;  and  (6)  re¬ 
quirements  that  certain  advertising  rep¬ 
resentations  be  qualified. 

Subsequent  to  the  publication  of  the 
PTC  proposed  rule,  the  Medical  Device 
Amendments  of  1976  (Pub.  L.  94-295) 
became  law  on  May  28, 1976.  The  Amend¬ 
ments  added  new  paragraph  (r)  to  sec- 
tl(m  502  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  352(r)),  which 
provides  that  a  restricted  device  will  be 
deemed  to  be  misbranded  imless  all  ad¬ 
vertisements  and  other  descriptive  mat¬ 
ter  with  respect  to  It  (1)  bear  the  de¬ 
vice’s  established  name,  (2)  Include  a 
brief  statement  of  the  Intended  uses  of 
the  device,  relevant  warnings,  precau¬ 
tions,  side  effects,  and  contraindications, 
and  (3)  In  instances  In  which  It  Is  neces¬ 


sary  to  protect  the  public  health,  include 
a  description  of  the  components  of  the 
device  or  Its  formula.  Section  502  (r)  fur¬ 
ther  provides  that  an  advertisement  for  a 
restricted  device  shall  not,  with  respect  to 
matters  covered  by  section  502  (r)  or  cov¬ 
ered  by  regulations  Issued  under  that 
section,  be  subject  to  the  provisions  of 
secticHis  12  through  15  of  the  Federal 
’Trade  Commission  Act  (15  U.S.C.  52 
through  55).  as  that  act  relates  to  the 
dissemination  of  false  advertisements  for 
devices.  (Section  502(r)  of  the  act  close¬ 
ly  parallels  section  502(n)  of  the  act  (21 
UB.C,  352(n)),  relating  to  prescription 
drugs.) 

Section  502  (r)  gives  FDA  jurisdiction 
for  regulating  certain  specified  advertis¬ 
ing  of  restricted  devices,  and  the  section 
concurrently  removes  FTC  authority  to 
apply  the  sanctions  of  court  Injunction 
or  criminal  penalties  under  sections  12 
through  15  of  the  Federal  Trade  Com¬ 
mission  Act  to  prevent  these  acts.  It  is 
the  Commissioner’s  opinion,  however, 
that  section  502 (r)  limits  PTC  authority 
only  to  the  extent  specifically  stated  In 
the  section,  Le..  section  502  (r)  applies 
only  to  restricted  devices  and  only  to  pos¬ 
sible  FTC  use  of  court  injunctions  or 
criminal  penalties  to  prevent  false  adver¬ 
tising  relating  to  the  Items  of  Informa¬ 
tion  specified  In  section  502  (r) .  Moreover, 
sectlcm  502  (r)  does  not  extend  to,  or  in 
any  way  limit,  any  other  authority  of 
FTC  related  to  the  regulation  of  the  sale 
of  devices,  such  as  the  authority  provided 
to  PTC  under  section  5  of  tiie  Federal 
Trade  Commission  Act  (5  UJ3.C.  45)  to 
prevent  unfair  or  deceptive  acts  or  prac¬ 
tices. 

In  sum.  It  Is  the  Commissioner’s  opin¬ 
ion  that  the  net  effect  of  section  502  (r) , 
as  of  the  comparable  provision  imder  sec- 
ticm  502 (n)  rating  to  prescription 
drugs,  is  to  enable  each  agency  to  ap¬ 
proach  the  regulation  of  restricted  de¬ 
vices  from  the  perspective  of  Its  particu¬ 
lar  statutory  mandate.  It  Is  also  the  Com¬ 
missioner’s  belief  that  both  agencies  will 
cimtlnue,  u  they  have  In  the  psist,  to 
work  together  In  pursuit  of  their  separate 
but  closely  related  mandates.  The  Food 
and  Drug  Administration  has  long  been 
aware  of  the  FTC  activities  in  the  regula¬ 
tion  of  hearing  aids  that  led  to  the  FTC 
proposed  rule,  and  the  Commissioner  be¬ 
lieves  these  activities  complement,  rather 
than  conflict  with,  this  FDA  regulation 
relating  to  labeling  and  conditions  of 
sale  of  hearing  aids.  The  Commissioner 
generally  supports  the  FTC  proposed  rule 
and  believes  that  the  matters  addressed 
therein  are  particularly  within  the  FTC 
statutory  mandate  and  expertise. 

General  Comments  on  the  Proposed 
Regulations 

Many  comments  on  the  proposed  regu¬ 
lations  asserted  that  the  proposal  did  not 
adequately  deal  with  several  major  con¬ 
cerns  ab^t  the  present  hearing  aid 
health  care  delivery  system.  The  Inade¬ 
quacy  or  absence  of  State  licensing  laws 
in  requiring  minimum  competency 
standards  for  persons  who  dispense 
hearing  aids  was  often  mentioned  In  the 
comments. 
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The  C(Hniuissioner  recognizee  that  the 
professional  and  patient  labeling  regu> 
latlms  and  restrictions  on  the  sale  oi 
hearing  aids  are  only  a  partial  solution 
to  the  problems  in  the  hearing  aid  health 
care  delivery  system,  and  that  these 
regulations  do  not  address  the  adequacy 
of  existing  ^ate  licensing  laws  that  con> 
trol  the  dispensing  of  hearing  aids.  The 
Commissioner  notes  also  that  the  hear¬ 
ings  before  the  Senate  Permanent  Sub¬ 
committee  on  Investigations  of  the 
Hearing  Aid  Industry  (Ref.  15)  produced 
testimony  that  the  competency  and 
training  of  hearing  health  professionals, 
whether  physicians,  audiolc-glsts,  or 
hearing  aid  dispensers,  was  of  utmost 
importance  to  the  delivery  of  quality 
hearing  aid  health  care  services.  The 
Commissioner  notes,  however,  that  the 
Federal  Pood,  Drug,  and  Cosmetic  Act 
regulates  the  safety,  effectiveness,  and 
labeling  of  the  hearing  aid  itself.  State 
and  local  licensing  laws,  as  administered 
by  State  and  local  agencies,  are  the 
appropriate  legal  mechanisms  for  estab¬ 
lishing  minimum  competency  standards 
for  the  practice  of  a  health  profession 
or  related  activity.  A  major  purpose  of 
such  licensing  laws  is  to  establish  stand¬ 
ards  for  the  various  activities  within 
their  purview  and  to  exclude  from  activi¬ 
ties  those  persons  who  will  not,  or  can¬ 
not,  conform  to  these  standards.  Such 
licensing  statutes  thereby  protect  the 
public  against  unfit  and  inept  practi¬ 
tioners  in  the  health  professions  and 
other  occupations  affecting  the  public 
health  and  safety. 

The  Commis^ner  is  aware  of  the 
efforts  of  the  American  Speech  and 
Hearing  Association,  the  National  Hear¬ 
ing  Aid  Society,  and  other  professional 
organizations  to  develop  minimum  com¬ 
petency  standards  for  testing  hearing 
loss  for  the  purpose  of  selecting  and 
fitting  hearing  aids.  These  programs 
often  lead  to  certificates  of  competency 
from  the  sponsoring  organization  and 
often  require  participation  in  a  continu¬ 
ing  education  program  to  maintain  the 
certificates  of  competency.  A  shortcom¬ 
ing  of  such  an  approach  is  that  these 
certification  programs  apply  only  to  the 
members  of  the  organization.  Where 
State  licensing  laws  are  weak  or  non¬ 
existent,  a  person  dispensing  hearing 
aids  can  Ignore  the  certification  program 
by  not  participating  in  the  professional 
association. 

The  Comlssioner  therefore  believes 
that  strong  State  and  local  licensing  laws 
are  needed  to  establish  and  maintain 
minimum  competency  reqiiirements  for 
those  persons  who  test  for  hearing  loss 
and  select  and  fit  hearing  aids.  The 
0(Hnmlssloner  notes,  however,  that  the 
estabUshmoit  of  such  licensing  laws  is 
primarily  the  responsibility  of  State  and 
local  officials. 

There  were  many  comments  that  the 
IHoposed  regulations  provided  no  rdlef 
from  the  high  cost  of  hearing  aids.  More¬ 
over,  many  comments  ^pressed  concern 
that  ttie  regulations  would  add  to  the 
eost  at  hearing  aids.  Hie  Commissioner 
notes  also  that  both  the  Senate  heuings 
and  ttie  HEW  Intradepartmental  Task 


Force  produced  testimony  that  suggested 
that  many  elderly  Americans  do  not  have 
hearing  aids  becaiise  of  their  hhd^  cost. 

Although  FDA  does  not  have  any  di¬ 
rect  control  over  the  price  of  hearing  aids, 
the  Commissioner  recognizes  that  ill- 
conc^ved  and  unnecessary  regulations 
could  cause  the  price  of  hearing  aids  to 
rise,  thus  creating  an  additional  barrier 
to  the  receipt  of  quality  hearing  aid 
health  care  services.  For  this  reaswi,  FDA 
has  judiciously  exercised  its  rulemaking 
authority  to  provide  for  minimal  Federal 
intervention  consistent  with  essential 
protection  of  the  public  health  in  the 
delivery  of  hearing  aid  health  care  serv¬ 
ices.  This  approach  recognizes  tlie  limita¬ 
tions  of  FDA  statutory  authority  in  deal¬ 
ing  with  such  factors  as  the  cost  of  a 
hearing  aid  and  the  inadequacy  or  ab¬ 
sence  of  State  licensing  laws. 

The  Cmiunissioner  also  recognizes  that 
F>ersonal  motivation  often  plajrs  a  major 
role  in  determining  whether  a  person 
who  has  a  hearing  impairment  will  seek 
assistance.  Information  collected  by  the 
HEW  Intradepartmental  Task  Force  on 
Hearing  Aids  indicates  that  an  estimated 
10  million  hearing-impaired  persons  have 
not  received  medical  attentton  to  assess 
th^  hearing  loss  and  to  determine  what 
steps,  if  any,  can  be  taken  to  improve 
their  hearing  (Ref.  4).  The  Commis¬ 
sioner  believes  that  it  Is  of  paramount 
imp)ortance  that  any  FDA  regulations  in¬ 
tended  to  protect  the  health  and  safety 
of  the  hearing  impaired  be  positive  in 
orientaticm  and  not  create  imnecessary 
ecmiomic  or  psychological  barriers  to  the 
receipt  of  quality  hearing  aid  health  care. 
PV>r  these  reasons,  the  FDA  regulations 
have  been  develop^  in  full  awareness  of 
the  FTC  proposed  trade  regulatlmi  rule 
for  the  hearing  aid  industry,  and  duplica¬ 
tion  of  effort  has  been  avoided. 

A  section  in  the  preamble  to  the  FDA 
proposed  regulations  entitled  “Hearing 
He^th  Care  Team”  drew  many  com¬ 
ments  from  audiologists.  In  general,  the 
audicdogists  objected  to  wording  in  this 
section,  which  identified  hearing  aid 
specialists  or  dealers  (hecuing  aid  dis¬ 
pensers)  as  hearing  health  professionals 
and  legitimate  m«nbers  of  the  hearing 
health  care  team.  Many  audiologists 
stated  that  it  was  inaccurate  to  recognize 
hearing  aid  dispensing  as  a  profession 
because  many  hearing  aid  dispensers 
have  little  academic  training. 

The  Commissioner  rejects  the  cmiten- 
tion  that  hearing  aid  dispensers  should 
not  be  Included  in  a  characterization  of 
the  hearing  health  care  team.  The  vari¬ 
ous  services  provided  by  hearing  aid  dis¬ 
pensers,  such  as  testing  hearing  for 
selecting  and  fitting  hearing  aids,  moti¬ 
vating  prospective  users  to  try  amplifica¬ 
tion,  making  imprebslons  for  ear  m(dds, 
selecting  and  fitting  hearing  aids,  coun¬ 
seling  hearing-lnn>alred  persons  on 
adapting  to  a  hearing  aid,  and  repairing 
damaged  hearing  aids'  are  regarded  by 
many  of  the  hearing  Impaired  as  indis¬ 
pensable  to  their  w^are.  Many  hearing 
aid  users  wrote  to  EDA  supporting  this 
position.  Many  hearing  aid  us^  em¬ 
phasized  that  hearing  aid  dispense  were 
readSy  accessible  for  essential  services 
such  as  repair  work.  Cheat  Importance 


was  attached  to  the  fact  that  the  hear¬ 
ing  aid  dispenser  cgjerated  from  a  place 
of  business  that  was  near  to  the  hearing 
aid  user  and  also  th^  hearing  aid  dis¬ 
pensers  t3q>lcally  did  not  require  an  ap¬ 
pointment  for  services." 

The  Cennmissioner  recognizes  that  the 
accessibility  hearing  aid  services  is  of 
great  Importance  to  the  quality  of  hear¬ 
ing  aid  health  care  services.  The  hearing 
aid  dispenser  is  the  most  accessible  mem¬ 
ber  oi  the  hearing  aid  health  care  team, 
and  the  hearing  aid  dispenser  sees  the 
hearing-impaired  person  with  greater 
frequency  than  either  the  physician  or 
the  audiologist.  For  these  reasons  the 
Commissioner  regards  the  hearing  aid 
dlsp>enser  as  an  important  member  of 
tbe  hearing  health  care  team,  strategi¬ 
cally  positioned  within  the  delivery  sys¬ 
tem  to  provide  the  hearing  aid  user  with 
essential  services. 

The  Commissioner  has  con 'Eluded, 
however,  that  necessary  improvements 
in  the  quality  of  hearing  aid  health  care 
services  depend  largely  on  hearing  aid 
dispensers  recognizing  their  obligation 
to  achieve  greater  emnpetency  in  testing 
hearing  in  order  properly  to  select  and 
fit  a  hearing  aid.  Although  many  hearing 
aid  dispensers  already  have  obtained  spe¬ 
cialized  training  in  hearing  aid  evalua¬ 
tion  from  hearing  aid  manufactures  and 
have  completed  formal  academic  pro¬ 
grams  in  the  selection  and  fitting  of 
hearing  aids,  other  hearing  aid  dispens¬ 
ers  need  additional  training. 

The  Cwnmissioner  sees  no  value  in 
characterizing  hearing  aid  dispensers 
solely  as  “sales  persons,”  or  in  minimiz¬ 
ing  toe  importance  of  “selling”  as  it  re¬ 
lates  to  motivating  persons  to  try  ampUfi- 
cation.  Often  a  person  with  a  hearing 
impairment  lacks  the  motivation  to  try 
a  hearing  aid  or  believes  a  social  stigma 
is  attached  to  wearing  a  hearing  aid 
(Ref.  4).  Although  there  are  a  number 
of  documented  cases  of  excessive  and 
abusive  sales  practices,  this  is  not  to  say 
that  some  selling  practices  and  tech¬ 
niques  such  as  a  trial-rental  or  purchase- 
option  plan,  which  strengthen  motiva¬ 
tion  to  try  a  hearing  aid,  are  inherently 
bod.  When  toe  number  of  hearing-im¬ 
paired  persons  who  currently  wear  hear¬ 
ing  aids  is  cemtrasted  with  the  niunber  of 
people  in  toe  United  States  with  a  hear¬ 
ing  impairment  who  could  be  helped  by  a 
hearing  aid,  it  is  clear  that  many  people 
are  reluctant  to  acknowledge  their  hear¬ 
ing  impairment  or  to  seek  assistance. 
Ethical  selling  practices  that  provide  toe 
potential  hearing  aid  user  with  incentives 
to  try  a  hearing  aid  are  therefore  to  be 
encours^ed. 

A  majority  of  toe  comments  addressed 
the  medical  evaluation  provision  of  toe 
proposed  regulation,  which  required  as  a 
condition  of  sale  that  a  person  with 
hearing  impairment  obtain  a  medical 
evaluation  from  a  itoysician,  preferably 
an  ear  specialist,  before  buying  a  hear¬ 
ing  aid. 

The  C(»nmlssioner  has  concluded,  after 
consideration  of  these  comments,  that 
good  hearing  health  care  maetlce  re- 
ciolres  that  persems  with  hearing  loss  have 
a  medical  evaluatkm  by  a  Uooised  physi¬ 
cian  (preferably  a  itoydclan  eho  we- 
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cializes  in  diseases  of  the  ear)  prior  to 
the  purchase  of  a  hearing  aid.  The  medi¬ 
cal  evaluation  by  the  physician  is  neces¬ 
sary  in  determining  the  cause  of,  and 
the  patholc^  associated  with,  the  pa¬ 
tient's  hearing  loss.  Such  a  medical 
evaluation  often  includes  an  interpreta¬ 
tion  of  a  medical  history,  a  physical  ex¬ 
amination,  laboratory  studies.  X-ray 
studies,  and,  in  some  instances,  a  hear¬ 
ing  test. 

The  Commissioner  agrees  with  the 
American  Coimcil  of  Otolaryngology  and 
other  physicians  who  commented  that 
the  recognition  of  an  organic  cause  for 
hearing  impairment  is  of  extreme  im¬ 
portance  to  the  health  and  safety  of  the 
hearing-impaired  patient.  The  Ameri¬ 
can  Council  of  Otolaryngology  pointed 
out  that  some  of  the  causes  for  sensori¬ 
neural  hearing  loss  include  conditions 
such  as  brain  tumor,  syphilis,  endocrine 
disorder,  collagen  diseases,  and  endolym¬ 
phatic  hydrops.  Accordingly,  the  final 
regulation  continues  to  require  as  a  con¬ 
dition  for  sale,  that  a  person,  as  a  gen¬ 
eral  rule,  have  obtained  a  medical  evalua¬ 
tion  from  a  licensed  physician  within  the 
precedihg  6  months  before  he  is  sold  a 
hearing  aid.  The  Commissioner  has 
determined  that  the  medical  evaluation 
is  necessary  to  protect  the  health  and 
safety  of  hearing-impaired  patients  be¬ 
cause  patients,  audiologists,  and  hearing 
aid  dispensers  are  unable  to  differenti¬ 
ate,  diagnose,  evaluate,  and  treat  the 
medical  cause  or  causes  of  a  hearing  im¬ 
pairment. 

The  Commissioner  emphasizes,  how¬ 
ever,  that  the  primary  health  concern 
underlying  the  medical  evaluation  re¬ 
quirement  is  not  immediately  related  to 
any  direct  risk  to  a  user  from  the  hearing 
aid  itself ;  rather,  the  medical  evaluation 
requirement  is  based  upon  the  recogni¬ 
tion  that  an  unnecessary  or  partially 
effective  hearing  aid  device  may  be  sub¬ 
stituted  for  pi'imary  medical  or  surgical 
treatment,  thus  depriving  the  hearing- 
impaired  patient  of  benefit  of  appropri¬ 
ate  medical  diagnosis  and  care  and  re¬ 
sulting  in  a  detriment  to  health.  In  addi¬ 
tion  to  delaying  proper  medical  diag¬ 
nosis  and  possibly  reducing  the  efiQcacy 
of  the  correct  treatment,  purchase  of  a 
hearing  aid  device  that  may  not  achieve 
its  intended  effect  involves  a  high  and 
unnecessary  cost  to  the  patient. 

A  number  of  comments  indicated  that 
there  is  some  confusion  about  the  purpose 
of  the  medical  evaluation  requirement  in 
the  proposed  regulation.  Simply  stated, 
the  purpose  of  the  medical  evaluation  by 
a  licensed  physician  is  to  assure  that  aU 
medically  treatable  conditions  that  may 
affect  hearing  are  accurately  identified 
and  properly  treated  before  a  hearing  aid 
is  bought.  It  should  be  emphasized  that 
the  medical  evaluation  requirement  does 
not  require  the  physician  to  prescribe, 
recommend,  or  certify  that  a  patient  may 
be  helped  by  a  hearing  aid.  The  provi¬ 
sion  simply  requires  that  the  physician 
provide  the  p>atient  with  a  written  state¬ 
ment  indicating  that  the  patient’s  hear¬ 
ing  loss  has  been  medically  evaluated  and 
the  patient  may  be  considered  a  candi¬ 
date  for  a  hearing  aid. 


The  Commis6i<mer  notes  that  a  hear¬ 
ing  aid  device  is  not  an  inherently  dan¬ 
gerous  device  and  that  the  number  of 
persons  who  will  In  fact  require  a  medical 
or  surgical  treatment  Is  relatively  small 
in  ctMnparlson  to  the  number  of  indi¬ 
viduals  who  may  benefit  from  amplifica¬ 
tion.  For  this  reason,  FDA  has  attempted 
to  design  the  medical  evaluation  require¬ 
ment  to  reflect  the  practical  and  logisti¬ 
cal  problems  of  medical  evaluation,  the 
availability  of  licensed  physicians,  the 
mobility  of  the  hearing  impaired,  and  the 
personal  and  religious  beliefs  of  those 
persons  who  refuse  to  consult  with 
physicians. 

Several  consumers  wrote  that  since 
the  hearing  impaired  patient  is  paying 
for  the  hearing  aid  and  subsequent  serv¬ 
ices,  any  medical  evaluation  requirement 
is  ultimately  an  infringement  of  individ¬ 
ual  rights.  These  persons  emphasized 
that  currently  it  is  a  personal  decision 
whether  or  not  to  see  a  physician.  Other 
consumers  objected  to  a  medical  eval¬ 
uation  on  the  basis  of  philosophical  and 
political  grounds,  Oxpressing  the  prefer¬ 
ence  for  freedom  of  choice.  Other  con¬ 
sumers  indicated  that  a  mandatory  med¬ 
ical  evaluation  requirement  would  impose 
serious  hardships  in  obtaining  the  serv¬ 
ices  of  a  physician,  particularly  an  ear 
specialist.  The  National  Hearing  Aid  So¬ 
ciety  and  a  number  of  consumers  felt 
that  the  medical  evaluation  requirement 
should  be  mandatory  only  before  the 
fitting  of  the  first  hearing  aid.  They 
contended  that  this  approach  would  as¬ 
sure  adequate  attention  to  the  medical 
needs  of  the  hearing-impaired  person 
while  promoting  convenience,  economy, 
and  efiBciency  in  the  hearing  aid  health 
care  delivery  system. 

In  view  of  these  comments,  the  Com¬ 
missioner  has  concluded  that  the  final 
regulation  should  contain  provisions  that 
would  enable  a  fully  informed  adult  to 
waive  the  medical  evaluation.  But,  be¬ 
cause  the  Commissioner  believes  that  the 
exercise  of  such  a  waiver  of  medical 
evaluation  is  not  in  the  best  health  inter¬ 
est  of  the  patient,  the  opportunity  for 
waiver  is  limited  to  fully  informed  adult 
patients.  The  final  regiilation  prohibits 
any  hearing  aid  dispenser  from  actively, 
encouraging  a  prospective  user  to  waive 
a  medical  evaluation. 

Under  proposed  §  801.421(a)  (3)  a 
waiver  of  the  medical  evaluation  would 
not  have  been  permitted  where  it  was 
evident  to  the  dispenser  after  inquiry, 
actual  observation,  and  review  of  any 
available  information  concerning  the 
prospective  user,  that  the  prospective 
hearing  aid  user  had  any  of  seven  desig¬ 
nated  otologic  conditions  at  the  time  of 
sale.  Because  these  otologic  conditions 
may  indicate  that  the  hearing  loss  is 
symptomatic  of  a  more  serious  medical 
dysfunction,  and  that  other  treatmmt 
is^  needed,  the  proposed  regulation  would 
have  prohibited  a  dispenser  from  selling 
a  hearing  aid  to  a  prospective  user  if 
any  of  these  otologic  conditions  were 
evident. 

Hie  Commissioner  is  concerned  that 
a  hearing  aid  user  would  Interpret  the 
absence  of  these  seven  designated  oto¬ 


logic  conditions  as  a  justifiable  reason 
for  ignoring  the  required  medical  eval¬ 
uation.  The  Commissioner  is  also  con¬ 
cerned  that  undue  importance  has  been 
attached  to  the  seven  designated  otologic 
conditions  by  incorporating  these  con¬ 
ditions  into  tlie  waiver  provision.  In  the 
proposed  regulation,  the  seven  designated 
otologic  conditions  were  to  serve  as 
screening  criteria  for  the  hearing  aid 
dispenser  to  use  in  determining  whether 
the  prospective  hearing  aid  user  could 
exercise  the  waiver  to  the  medical  eval¬ 
uation  requirement.  The  Commissioner 
has  concluded  that  the  health  interest 
of  the  prospective  usct  would  be  best 
served  by  obtaining  a  medical  evaluation 
from  a  licensed  physician  before  pur¬ 
chasing  a  hearing  aid.  A  prospective  user 
should  not  be  misled  into  thinking  that 
the  absence  of  any  of  the  seven  otologic 
conditiMis  indicates  that  there  is  no  need 
to  obtain  a  medical  evaluation. 

The  Commissioner  believes,  however, 
that  the  designated  otologic  conditions 
continue  to  serve  as  useful  warning  sig¬ 
nals  or  “red  flags.”  Accordingly,  refer¬ 
ence  to  the  presence  of  any  of  the  des¬ 
ignated  otologic  conditions  has  been 
moved  to  a  new  section  of  the  User  In¬ 
structional  Brochure,  entitled  “Warning 
to  Hearing  Aid  Dispenser.”  This  new' 
provision  requires  a  hearing  aid  dispenser 
to  advise  a  prospective  hearing  aid  user 
to  consult  promptly  with  a  licensed 
physician  (preferably  a  physician  who 
specializes  in  diseases  of  the  ear)  before 
purchasing  a  hearing  aid  if  the  hearing 
aid  dispenser  determines  through  in¬ 
quiry,  actual  observation,  or  review  of 
any  other  available  information,  that  the 
prospective  user  has  any  of  the  desig¬ 
nated  otologic  conditions.  The  complete 
text  of  the  “Warning  to  Hearing  Aid  Dis¬ 
penser”  is  also  required  to  appear  in 
the  User  Instructional  Brochure  to  in¬ 
form  prospective  users,  as  well  as  the 
dispenser,  of  the  necessity  to  consult  a 
physician  if  any  of  the  designated 
otologic  conditions  are  evident. 

The  American  Sjieech  and  Hearing  As¬ 
sociation  and  many  audiologists  com¬ 
mented  that  a  mandatory  audiologlcal 
evaluation  by  an  audiologist  should  be 
required  by  Federal  regulation  as  a  con¬ 
dition  for  sale  of  a  hearing  aid.  Com¬ 
ments  on  the  proposed  regulation  ex¬ 
pressed  a  wide  diversity  of  opinion  as  to 
the  reliability  of  audiologlcal  testing  in 
predicting  to  a  certainty  w'hether  or  not 
a  patient  may  benefit  from  a  Hearing 
aid.  The  American  Council  of  OtolaiTn- 
gology  (ACXD)  stated  that  it  w’as  unable 
to  find  evidence  to  support  the  contention 
that  audiologlcal  testing  procedures  w  ill 
predict  a  patient’s  acceptance  of  a  hear¬ 
ing  aid  device.  It  was  pointed  out  bv 
ACO  that  th^ terms  “acceptance,  benefit 
and  satisfaction”  when  applied  to  hearing 
aids  often  involved  a  subiective  response 
by  the  patient. 

After  reviewing  all  the  conflicting  in¬ 
formation  in  the  public  record  r^arding 
the  predictive  value  of  audiologlcal  test¬ 
ing  in  determining  whether  or  not  a  pa¬ 
tient  will  benefit  from  a  hearing  aid,  the 
Commissioner  has  concluded  that  a  re¬ 
quirement  that  a  patient  obtain  certain 
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mandatory  audiological  tests  from  an  au¬ 
diologist  is  not  appropriate  at  this  time. 
The  Commissioner  has  concluded  Uiat 
the  record  does  not  justify  requiring 
mandatory  audiological  evaluation  to  de¬ 
termine  hearing  aid  candidacy  or  patient 
benefit  from  the  use  of  amplification. 
Mandatory  audiological  evaluation  would 
create  an  additional  barrier  to  the  re¬ 
ceipt  of  a  hearing  aid  device  in  those 
areas  of  the  country  where  audiological 
.services  are  scarce.  Such  a  requirement 
also  would  increase  the  cost  oi  obtaining 
a  hearing  aid  without  providing  any  con¬ 
clusive  assurance  that  the  patient  would 
benefit  from  amplification. 

Because  of  the  diflSculty  of  determining 
in  advance  whether  an  individual  will 
benefit  from  a  hearing  aid,  PDA  supports 
the  requirement  of  a  trial-rental  or  pur¬ 
chase  option  plan  embodied  in  the  FTC 
proposed  rule,  which  will  afford  every 
prospective  hearing  aid  user  the  oppor¬ 
tunity  to  wear  the  selected  hearing  aid 
in  a  variety  of  uses  during  which  the 
hesuing-lmpaired  user  can  make  an  In¬ 
formed  Judgment  on  whether  a  benefit 
is  obtained  from  the  use  of  amplification. 
The  Commissioner  believes  that  in  the 
final  analysis  the  hearing  aid  user  is 
the  person  best  qualified  to  determine 
whether  or  not  a  hearing  aid  is  useful 
and  eflBeacious  for  Its  intended  purpose. 
A  tiial-rentsd  option  is  better  than  man¬ 
datory  audlolo^al  tests  in  determining 
paUent  benefit  from  ampUfieatlon. 

Ihe  Commissioner  is  awm'e  Dmt  the 
FTC  proposed  rule  requiring  a  manda¬ 
tory  trial-rental  period  will  not  be  pro¬ 
mulgated  for  some  time.  But  the  Nation¬ 
al  Hearing  Aid  Society  and  several  hear¬ 
ing  aid  mcmnfacturers  have  adopted 
voluntory  trial-rental  or  purchase-option 
programs  for  prospective  hearing  aid 
users.  The  Commissioner  believes  that 
these  voluntary  actions  are  important 
enough  to  the  welfare  of  the  hearing 
Impaired  to  require  that  the  User  In¬ 
structional  Brochure  contain  informa¬ 
tion  advising  prospective  hearing  aid 
users  to  Inquire  about  the  availability 
of  a  trial-rental  or  purchase-option  pro¬ 
gram.  In  addition  to  helping  to  assm-e 
that  the  selected  aid  or  aids  will  be  bene- 
fichd,  such  a  requirement  will  encourage 
hesning  aid  xise  among  those  prospective 
hearing  aid  users  who  lack  the  motiva¬ 
tion  to  try  a  hearing  aid  because  of  the 
fear  that  they  will  spend  a  great  deal 
of  money  with  no  guarantee  of  benefit. 

Although  the  final  regulation  does  not 
require  a  mandatory  audiological  evalua¬ 
tion  as  a  condition  for  sale  of  a  hearing 
aid,  the  Commissioner  recognizes  that 
the  audiologist  is  an  Important  member 
of  the  hearing  health  care  team,  quali¬ 
fied  by  academic  and  clinical  training  to 
assist  in  the  prevention,  identification, 
evaluation,  and  rehabilitation  of  persons 
with  auditory  disorders  that  impede  or 
prevent  the  reception  and  perceptkm  of 
speech  and  other  acoustic  signals.  In  ad¬ 
dition  to  basic  audlometrlc  evaluation, 
audiologists  may  provide  hearing  aid 
orlentatlmi,  auditory  training,  speech 
reading,  speech  conservation,  language 
derelomneni,  and  cownseltng  and  guid¬ 
ance  services.  Hie  audlc^iglst  often  pro¬ 


vides  health  related  services  to  children 
and  adults  with  such  Identifiable  disor¬ 
ders  as  receptive  and/or  expressive  lan¬ 
guage  Impairment,  stuttering,  chronic 
voice  disorders,  and  serious  articulation 
problems  affecting  social,  emotional  and 
vocational  achievement,  and  speech  and 
language  discaders  acc<Hnpanying  condi¬ 
tions  of  hearing  loss,  cleft  palate,  cere¬ 
bral  palsy,  mental  retardation,  emotion¬ 
al  disturbance,  multiple  handicapping 
conditions,  and  other  sensory  and  health 
impairments. 

Because  hearing  loss  may  impede  or 
prevent  the  reception  and  perception 
of  speech  and  other  acoustic  signals,  the 
Commissioner  is  requiring  that  the  User 
Instructional  Brochme  contain  advice 
that  a  child  with  a  hearing  loss  should 
be  directed  to  an  audiologist  for  evalua¬ 
tion  and  rehabilitation.  The  Commis- 
sKmer  expects  that  the  physician,  in  con¬ 
ducting  the  medical  evaluation  of  a  pa¬ 
tient,  will  determine  whether  the  pa¬ 
tient’s  hearing  loss  or  speech  impairment 
will  require  the  consultation  of  an  audi- 
olc^ist.  Notwithstanding  this  fact,  the 
Commissioner  has  concluded  that  the 
User  Instructional  Brochure  should  con¬ 
tain  special  reference  to  the  need  for 
audiological  consultation  when  the  per¬ 
son  experiencing  the  hearing  impair¬ 
ment  is  a  child. 

Responses  to  Specific  Comments 

1.  Three  ccanments  suggested  that  in 
the  definition  of  “hearing  aid”  the  wwed 
“desi^ated”  should  be  changed  to  “de¬ 
signed”  so  as  to  conform  to  the  defini¬ 
tion  in  the  regulations  proposed  by  FTC. 

The  Commissioner  agrees  with  these 
comments  and  the  change  is  made.  The 
Commissioner  notes  that  the  definition 
for  “hearing  aid”  as  used  in  the  regula¬ 
tion,  includes  over-the-ear,  in-the-ear, 
eyeglass,  and  on-the-body  type  air-con¬ 
duction  hearing  aids. 

One  comment  noted  that  group  au¬ 
ditory  trainers,  defined  as  a  group 
amplification  system  purchased  by  a 
qualified  school  or  institution  for  the 
purpose  of  communicating  with  or  edu¬ 
cating  individuals  with  hearing  impair¬ 
ments,  would  fall  under  the  definition 
of  “hearing  aid”  as  used  in  the  proposal. 
The  comment  further  noted  that  It 
would  be  Inappropriate  to  apply  the 
proposed  conditions  for  sale  for  hearing 
aid  devices  to  group  auditory  trainers. 

The  Commissioner  agrees  with  this 
comment  and  a  change  is  made  in  the 
regulation  so  that  the  normal  conditions 
for  sale  requirements  do  not  apply  to 
this  special  type  of  hearing  aid. 

2.  Ten  cmnments  suggested  that  the 
definition  of  “seller”  should  be  changed 
to  indicate  clearly  that  it  applies  to  any¬ 
one  who  dispenses  a  hearing  aid  to  a 
member  of  the  consuming  public.  These 
comments  pointed  out  that  in  addition 
to  the  hearing  aid  dealer,  many  physi¬ 
cians  and  audiologists  dispense  hearing 
aids. 

The  Commissl<mer  agrees  with  these 
conunents.  The  regulations  are  necessary 
to  protect  the  coDsumer  regardless  of 
who  dispenses  the  hearing  aid  device. 
The  term  “seller”  Is  therefore  changed  to 


“dispenser”  wherever  appropriate  in  Uie 
regulation. 

3.  Two  comments  said  that  “sale”  or 
“purchase”  should  not  be  applied  to  Uie 
lease  or  rental  of  a  hearing  aid  because 
such  transactions  are  substantially  dif¬ 
ferent  from  a  sale  or  purchase  in  that  the 
title  to  the  hearing  aid  device  remains 
with  the  lessor. 

Although  “sale”  or  “purchase”  and 
“lease”  or  “rental”  may  be  substantially 
different  terms  in  business  and  legal  ef¬ 
fect,  the  Commissioner  has  determined 
that  they  should  be  treated  In  the  same 
manner  for  the  purposes  of  this  regula¬ 
tion.  Medical  evaluation,  the  User'  In¬ 
structional  Brochure,  and  the  required 
notices  to  the  prospective  purchaser  are 
all  equally  necessary  to  protect  the  con¬ 
sumer  whether  the  transaction  is  in  the 
form  of  a  sale  or  Jease  or  rental.  Ac¬ 
cordingly,  these  comments  are  rejected. 

4.  Seven  ccxnments  suggested  that 
“otolarjmgologist”  (ear  specialist)  and 
“audiologist”  should  be  definlted  to  clar¬ 
ify  their  roles  in  the  hearing  aid  delivery 
syst«n. 

The  Commissioner  agrees  with  these 
comments  and  definitions  of  “audiol¬ 
ogist”  and  “ear  specialist”  have  been 
Included  In  the  reg^ation. 

5.  One  comment  suggested  that  the 
term  “used  hearing  aid”  should  be  de¬ 
fined,  since  the  hearing  aid  dispenser 
must  designate  a  “used  hearing  aid”  as 
sueh.  This  comment  pointed  out  that  it 
may  not  be  clear  at  what  point  a  hearing 
aid  becomes  a  “used  hearing  aid.” 

The  Commissioner  agrees  with  this 
comment  and  defines  “used  hearing  aid” 
in  the  final  regulation.  The  FTC  pro¬ 
posed  rule  also  requires  that  a  “used 
hearing  aid”  be  designated  as  such.  The 
Commissioner  believes  that  there  should 
be  conformity  in  this  area  and  Is  ad(H)t- 
ing  the  definition  included  in  the  PTC 
proposed  rule. 

6.  Various  comments  addressed  the 
proposed  labehng  required  to  be  placed 
on  the  hearing  aid  device,  which  In¬ 
cluded  the  name  of  the  manufactmer 
or  distributor,  the  model  name,  the  se¬ 
rial  number,  and  the  month  and  year 
of  manufacture.  Five  comments  sug¬ 
gested  that  the  information  required 
would  not  fit  on  some  of  the  smaller 
hearing  aid  imits.  Eight  comments  noted 
that  the  year  of  manufacture  is  irrele¬ 
vant  In  that  hearing  aid  models  are  not 
changed  every  year  and  therefore  the 
fact  that  a  hearing  aid  was  manufac- 
tured  in  a  previous  year  does  not  in¬ 
dicate  that  it  is  not  the  latest  model. 
One  of  th^  comments  further  noted 
that  the  month  of  manufacture  is  cer¬ 
tainly  irrelevant.  Four  comments  sug¬ 
gested  that  Including  the  month  and 
year  of  manufacture  on  hearing  aids 
would  cause  inventory  problems  for 
manufacturers  and  dispensers  because 
dispensers  would  be  imwllling  to  order 
in  advance,  fearing  that  the  hearing  aids 
would  remain  on  their  shelves  for  some 
time  and  that  customers  would  consider 
them  outdated. 

The  preamble  to  the  proposed  regula¬ 
tion  stated  that  this  Information  was  re¬ 
quired  to  be  placed  on  hearing  aids  fw 
.several  reasons:  To  assure  that  the  hear- 
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ing  aid  is  adequately  identified  for  qual¬ 
ity  control  and  repair,  to  identify  the 
hearing  aid  in  the  event  that  a  product 
defect  warrants  recall  of  the  device,  and 
to  protect  prospective  users  from  false 
and  misleading  claims  concerning  the 
r.evmess  of  the  device.  The  Commissioner 
believes  that  these  reasons  are  still  per¬ 
suasive,  but  he  does  believe  that  some 
adjustments  can  be  made  to  mitigate 
some  of  the  problems  noted  by  the  com¬ 
ments.  The  requirement  that  the  model 
name  be  marked  on  the  hearing  aid  is 
changed  to  “model  name  or  number.” 
This  may  ease  the  problem  of  including 
ell  this  information  on  the  smaller  hear¬ 
ing  aid  units.  The  final  regulation  is  also 
being  changed  to  require  that  only  the 
’  ear.  and  not  the  mo  th,  of  manufac¬ 
ture  be  marked  on  the  hearing  aid.  Re¬ 
quiring  that  the  month  as  well  as  the 
year  of  manufacture  be  marked  on  the 
hearing  aid  adds  little  to  the  solution 
of  the  problems  necessitating  this  re¬ 
quirement.  and  omitting  the  requirement 
will  reduce  the  amount  of  information  to 
be  Included  on  the  smaller  hearing  aids. 

7.  About  the  requirement  that  hearing 
aids  be  marked  with  a  ”  symbol  to 
indicate  the  positive  connection  for  bat¬ 
tery  insertion,  one  comment  suggested 
that  PDA  should  require  that  all  hearing 
aids  be  manufactured  so  that  it  is  phys¬ 
ically  impossible  to  in.sert  the  battery  in 
the  reversed  position. 

Such  a  requirement  would  be  of  little 
value  to  the  hearing  aid  user  and  would 
require  a  major  redesign  of  many  hear¬ 
ing  aids,  thus  increasing  the  cost  of 
hearing  aids.  The  comment  is  therefore 
rejected. 

8.  Five  comments  said  that  the  re¬ 
quirement  that  the  User  Instructional 
Brochure  contain  an  illustration  of  the 
hearing  aid  adjvistments  should  be  modi¬ 
fied  to  require  that  only  user  adjustments 
be  illustrated.  These  comments  pointed 
out  that  users  would  otherwise  make  ad¬ 
justments  which  only  qualified  individ¬ 
uals  should  make  and  this  would  cause 
unnecessarj’  problems  in  the  use  of  the 
aid. 

The  Commissioner  agrees  with  these 
comments  and  the  change  is  made  ac¬ 
cordingly. 

9.  Three  comments  said  that  it  would 
be  very  difficult  to  compile  a  complete 
list  of  suitable  replacement  batteries  for 
inclusion  in  the  User  Instructional  Bro¬ 
chure.  as  required  by  the  proposed  reg¬ 
ulation,  and  that  it  would  be  better  to 
require  only  a  generic  designation  of  re¬ 
placement  batteries. 

The  Commissioner  agrees  with  these 
comments  and  the  change  is  made. 

10.  Four  comments  said  it  would  be 
impossible  to  list  all  repair  facilities,  as 
required  by  the  proposed  regulation. 

The  Commissioner  agrees  that  it  would 
be  difficult  to  list  all  repair  facilities  and 
feels  that  a  more  general  statement  is 
desirable.  As  a  result,  the  final  regula¬ 
tion  requires  that  the  User  Instructional 
Brochure  contain  information  regarding 
how  and  where  to  obtain  repair  service, 
including  a  specific  address,  or  addresses, 
where  the  user  can  go  or  send  the  hear¬ 
ing  aid  to  have  the  repair  done. 
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11.  Three  ewnments  said  the  require- 
nient  that  the  User  Instructional 
Brochure  contain  a  description  of  en¬ 
vironmental  conditiCHis  that  the  hearing 
aid  user  may  reasonably  encounter  that 
could  adversely  affect  the  hearing  aid  is 
vague. 

The  Commissioner  agrees  with  these 
comments  and  the  requirement  is  re¬ 
written  to  provide  examples  of  such  con¬ 
ditions.  The  User  Instructional  Brochure 
is  now  required  to  include  only  com¬ 
monly  occurring  avoidable  conditions 
that  could  adversely  affect  or  damage 
the  hearing  aid. 

12.  Twenty-nine  comments  said  that 
the  proposal  did  not  include  several  side 
effects  from  hearing  aid  use  that  may 
wairart  consulting  with  a  physician,  and 
that  should  be  included  in  the  User  In¬ 
structional  Brochure.  These  include  tin¬ 
nitus,  headaches,  dizziness,  pain  in  the 
ear.  acoustic  trauma,  feeling  of  block¬ 
age,  loss  of  balance,  fatigue,  additional 
hearing  loss,  active  drainage,  and  sud¬ 
den  hearing  loss. 

The  Commissioner  believes  that  such 
conditions  would  not  be  actual  side  ef¬ 
fects  from  the  use  of  the  hearing  aid  but 
would  be  the  result  of  misevaluation  of 
the  hearing  problem  or  the  result  of  a 
medical  problem  unrelated  to  the  hearing 
aid  itself. 

But  two  comments  mentioned  that  the 
ear  may  secrete  additional  cemmen  (ear 
wax)  to  protect  against  the  foreign  ob¬ 
ject,  i.e.,  the  earmold,  and  that  this  would 
necessitate  more  frequent  cleaning  of 
the  cerumen  from  the  ear. 

The  Commissioner  agrees  with  these 
comments  and  is  amending  the  final  reg¬ 
ulation  to  include  reference  to  the  ac¬ 
celerated  accumulation  of  cerumen  as  a 
possible  side  effect  from  the  use  of  a 
hearing  aid. 

13.  Kve  comments  objected  to  the  re¬ 
quirement  that  the  User  Instructional 
Brochure  include  the  statement  that  in¬ 
frequent  use  of  a  hearing  aid  usually  does 
not  permit  the  user  to  attain  full  benefit 
from  its  use.  These  comments  pointed 
out  that,  in  certain  cases,  the  iiser  should 
wear  the  hearing  aid  only  at  certain 
times.  For  example,  a  hearing  aid  user 
who  works  in  high  intensity  noise  con¬ 
ditions  should  not  use  the  hearing  aid  at 
work.  One  of  these  ccHnments  said  that 
the  required  statement  would  be  confus¬ 
ing  to  such  people. 

The  Commissioner  believes  that  this 
statement  is  appropriate  in  the  vast 
majority  of  cases  and  is  therefore  neces¬ 
sary  because  many  users,  to  their  own 
detriment,  use  their  hearing  aid  only 
part-time.  The  Commissioner  has,  how¬ 
ever,  modified  the  statement  to  clarify 
the  fact  that  it  does  not  apply  in  all 
situartions.  The  Commissioner  believes 
that  it  is  the  resp>onsibility  of  hearing  aid 
dispensers  to  obtain  sufficient  informa¬ 
tion  from  the  user  regarding  his  type  of 
employment  or  other  activities  to  be  able 
to  Inform  him  as  to  w’hether  or  not  the 
hearing  aid  should  be  w’om  at  all  times. 

14.  Three  comments  objected  to  the 
requirement  that  the  User  Instructional 
Brochure  include  a  statement  that  the 
use  of  a  hearing  aid  is  only  part  of  hear¬ 


ing  habilitation  and  that  auditorj’  train¬ 
ing  and  instruction  in  lipreading  may 
also  be  necessary.  These  comments  noted 
that  the  dispenser  would  inform  the 
user  of  any  need  for  counseling  during 
the  adjustment  period. 

A  hearing  aid  w'ill  not  restore  normal 
hearing,  nor  will  a  hearing  aid  always  in¬ 
crease  the  ability  of  the  user  to  distin¬ 
guish  different  soimds.  As  a  result,  some 
hearing  aid  users  become  discouraged 
in  the  process  of  adapting  to  the  use  of  a 
hearing  aid.  put  the  hearing  aid  aside, 
and  discontinue  its  use  in  auditorj- 
habilitation. 

The  HEW  Task  Force  pointed  out  that 
the  problems  resulting  from  a  hearing 
loss  are  multidimensional,  affecting  both 
the  total  health  and  social  well-being  of 
the  hearing-impaired  person,  and  that 
there  is  a  need  to  pursue  a  comprehen¬ 
sive  and  vigorous  attack  cm  hearing 
problems.  Many  people  with  hearing 
probleins  are  not  aware  of  the  necessity 
and  availability  of  auditory  training  and 
instruction  in  lipreading.  The  Commis¬ 
sioner  has,  therefore,  determined  that 
this  statement  should  be  retained  in  tlie 
User  Instructional  Brochure. 

1,5.  Five  comments  suggested  that  the 
manufacturer  should  not  be  required  to 
Include  technical  data  relating  to  the 
hearing  aid  in  the  User  Instructional 
Brochure  because  such  information 
would  not  be  understood  by  the  average 
person  and  w'ould  be  of  little  use  to  the 
consumer. 

The  Commissioner  emphasizes  that  the 
User  Instructional  Brochure  is  intended 
not  only  for  the  hearing  aid  user  but  also 
for  the  physician,  audiologist,  and  dis¬ 
penser — it  is  useful  to  these  person  when 
fitting  the  hearing-impaired  person  wuth 
a  hearing  aid,  when  evaluating  the  ap¬ 
propriateness  of  an  aid  with  which  the 
user  has  been  fitted,  and  when  repairing 
the  hearmg  aid.  The  Commissioner 
therefore  rejects  these  comments. 

16.  The  proposed  regulation  provided 
that  the  medical  evaluation  could  not  be 
waived  if  the  prospective  purchaser  ex¬ 
hibited  any  one  of  seven  listed  condi¬ 
tions: 

i.  Visible  congenital  or  traumatic  de¬ 
formity  of  the  ear. 

ii.  History  of  active  drainage  from  the 
ear  within  the  previous  90  days. 

iii.  History  of  sudden  or  rapidly  pro¬ 
gressive  hearing  loss  within  the  previous 
90  days. 

iv.  Acute  or  chronic  dizziness. 

V.  Unilateral  hearing  loss  of  sudden 
or  recent  onset  within  the  previous  90 
days. 

vi.  Audiometric  air-bone  gap  equal  to 
or  greater  than  15  decibels  at  500  hertz 
(Hz),  1.000  Hz,  and  2,000  Hz. 

vii.  Visible  evidence  of  cerumen  ac¬ 
cumulation  or  a  foreign  body  in  the  ear 
canal. 

Many  emuments  questioned  whether 
dispensers  could  determine  the  existence 
of  these  conditiems.  Others  questioned 
the  completeness  of  the  list. 

The  final  regulation  requires  that  all 
prospective  hearing  aid  users  obtain  a 
medical  evaluation  to  determine  the 
cause  of  their  hearing  loss  before  pur- 
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chase  of  a  heariiig  aid,  unless  the  medi¬ 
cal  evaluation  Is  specifically  waived.  The 
regulation  also  reqtiires  that  each  pro¬ 
spective  user  be  provided  with  a  User  In¬ 
structional  Brochiu*e,  which  emphasizes 
the  Importance  of  medical  evaluation. 
Altiiough  a  waiver  of  the  medical  evalu¬ 
ation  requirement  is  allowed,  the  hear¬ 
ing  aid  di^ienser  is  prohibited  from  ac¬ 
tively  encoiuraging  the  use  of  this  waiver. 

The  Commissioner  wishes  to  avoid  cre¬ 
ating  the  impression  that  a  medical 
evaluation  is  needed  only  if  the  enum¬ 
erated  symptoms  are  exhibited.  As  a 
result,  the  Commissioner  is  removing 
these  seven  conditions  from  the  waiv¬ 
er  provision.  The  final  regulation 
requires  that  the  hearing  aid  dis¬ 
penser  advise  the  prospective  user  to 
consult  promptly  with  a  licensed  i^sl- 
cian  (preferably  a  physician  who  special¬ 
izes  in  diseases  of  the  ear)  if  the  dis¬ 
penser  observes  any  of  the  listed  condi¬ 
tions  in  the  prospective  tiser. 

The  original  list  of  seven  conditions 
was  developed  by  the  American  Council 
of  Otolaryngology  (A(X»  for  use  as  a 
screening  procedure  by  hearing  aid  dis¬ 
pensers.  Although  hearing  aid  dispensers 
cannot  diagnose  the  cause  of  hearing 
loss,  the  CV)mmissioner  agrees  with  the 
ACO  that  hearing  aid  dispensers  can 
recognize  the  existence  of  these  sym- 
toms.  The  Commissioner  expects  that 
hearing  aid  dispensers  will  be  conscien¬ 
tious  in  Impressing  the  Importance  of 
a  medical  examination  upon  prospective 
users  exhibiting  any  of  these  sympt<Hns. 

One  condition,  pain  or  discomfort  of 
the  ear,  has  been  added  to  the  seven  list¬ 
ed,  bei^iise  such  pain  or  discomfort 
would  indicate  a  medical  problem  that 
should  be  diagnosed  and  treated. 

17.  Nine  comments  objected  to  the 
caution  statement  requlr^  for  hearing 
aids  with  a  maximum  sound  pressure 
Cf4>abllity  greater  than  132  decibels 
(dB) .  Six  of  these  comments  stated  that 
hearing  aids  with  lower  maximum  out¬ 
put  levels  can  cause  auditory  damage. 
The  other  three  comments  objecting  to 
this  statement,  however,  said  ^at  there 
is  not  sufficient  evidence  to  support  the 
asstimptlon  that  hearing  aids  with  maxi- 
miun  soimd  pressme  capabilities  greater 
than  132  dB  can  cause  auditory  damage. 

As  stated  in  the  preamble  to  the  pro¬ 
posed  regulation,  this  statement  was 
based  on  a  recommendation  from  the 
Academy  of  Rehabilitative  Audiology 
(ARA)..  It  was  stated  by  ARA  that  its 
recommendation  was  based  on  informa¬ 
tion  available  on  the  hazardous  effects  of 
high-level  Industrial  and  environmental 
noise  and  on  certain  scientific  articles 
that  advise  caution  in  fitting  high-output 
hearing  aids.  The  academy  noted  thad 
W2  dB  might  eventually  be  determined 
to  be  too  high  and  some  lower  level 
should  be  substituted  but  that,  in  the 
absence  of  such  data,  the  stetement 
should  be  inoluded  in  the  regulation  as 
paoposed. 

To  avoid  unneoessarftr  alarming  per¬ 
sons  who  have  reservations  about  hear¬ 
ing  aids,  the  CTommlssloner  feels  fiiat 
this  statement  should  be  required  only 
for  hearing  aids  whose  maximum  sound 


pressure  capability  exceeds  132  dB.  The 
Cmnmlssloner  expects  that  hearing 
health  professionals  will  take  the  possi¬ 
ble  side  effects  from  a  hlgh-ou^t  aid 
into  consideration  in  selecting  and  fit¬ 
ting  a  hearing  aid.  Under  the  final  regu¬ 
lation,  this  statement  is  required  to  be 
Included  in  the  warning  statement  en¬ 
titled  “Warning  to  Hearing  Aid  Dis¬ 
pensers.” 

18.  Sevm  comments  objected  to  Die 
requirement  that  the  entire  text  of  pro- 
po^  §  801.421,  Hearing  aid  devices; 
conditions  for  sale  be  Included  in  the 
User  Instructional  Brochure.  These  com¬ 
ments  said  that  this  section  is  long  and 
cumbersome,  would  be  difficult  for  the 
average  consumer  to  understand,  and 
certain  passages  of  it,  such  as  those 
about  recordkeeping,  are  of  little  inter¬ 
est  to  the  consumer. 

ITie  Commissioner  is  revising  the  final 
regulation  so  that  the  User  Instructional 
Brochure  include  a  summary  of  the  re¬ 
quirements  of  §  801.421.  This  summary 
is  now  ccmtained  in  the  notice  entitled 
“Important  Notice  for  Prospective  Hear¬ 
ing  Aid  Users.”  The  Commissioner  agrees 
that  it  is  not  necessary  to  require  that 
the  entire  text  of  the  regulation  be  in¬ 
cluded  because  the  required  summary 
will  be  more  easily  understood  by  hear¬ 
ing-impaired  consumers. 

19.  Four  ccxnments  suggested  that  the 
word  “caution”  be  deleted  from  the 
“caution  statements”  required  to  be  in¬ 
cluded  in  the  User  Instructional  Bro¬ 
chure,  because  the  word  “caution”  im¬ 
plied  a  danger  that  did  not  exist  and 
would  be  unnecessarily  alarming  to  some 
consumers.  Eight  comments  objected  to 
the  required  caution  statement  with  ref¬ 
erence  to  the  sale  of  hearing  aids  being 
restricted  by  Federal  regulation,  because 
this  tended  to  place  hearing  aids  in  the 
category  of  prescription  devices,  which 
they  said  is  inappropriate.  Two  com¬ 
ments  objected  to  the  inclusion  of  the 
caution  statement  with  respect  to  a 
hearing  aid  not  restoring  normal  hear¬ 
ing  and  not  preventing  or  improving  the 
cause  of  the  hearing  loss.  These  com¬ 
ments  said  that  this  might  be  biterpre- 
ted  as  Implying  that  hearing  aids  will 
not  improve  hearing. 

The  final  regulation  is  revised  to  re¬ 
quire  that  the  substance  of  three  of  the 
four  caution  statements  in  the  proposed 
regulation  be  Included  in  one  section  of 
the  User  Instructional  Brochure  under 
the  heading,  “Important  Notice  for  Pros¬ 
pective  Hearing  Aid  Users.”  The  other 
caution  statement  concerning  hearing 
aids  with  a  maximiun  sound  pressure 
caiiability  greater  than  132  dB  is  includ¬ 
ed  in  the  User  Instructional  Brochure  in 
the  section  entitled  “Warning  to  Hear¬ 
ing  Aid  Dispensers.” 

The  word  “caution*’  is  deleted  frwn  the 
“Important  Notice  for  Prospective  Hear¬ 
ing  Aid  Users”  because  the  Commissioner 
believes  that  the  use  of  such  a  word  is  not 
essential  to  the  commimioatlon  of  neces¬ 
sary  hearing  aid  health  information  and 
might  unnecessarfly  frighten  those  con¬ 
sumers  who  have  a  negative  attitude 
toward  the  use  of  a  hearing  aid. 


The  “Important  Notice  for  Prospective 
Hearing  Aid  Users”  does  point  out  that 
Federal  law  restricts  the  sale  oi  hearing 
aids.  Upon  the  effective  date  of  the  regu¬ 
lation,  hearing  aids  will  become  restrict¬ 
ed  devices  under  section  520(e)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
The  Commissicmer  believes  that  it  is 
necessary  to  alert  hearing  aid  consumers 
and  dispensers  to  this  fact  so  that  they 
are  aware  of  the  restrictions  that  apply 
to  the  sale  of  a  hearing  aid. 

The  C(Mnmissloner  believes  that  the 
statonrat  in  the  proposal  that  hearing 
aids  do  not  restore  normal  hearing  and 
do  not  prevent  or  improve  hearing  loss 
is  necessary  to  protect  prospective  hear¬ 
ing  aid  users  frcnn  misleading  claims 
about  the  benefits  to  be  expected  from  a 
hearing  aid  and,  accordingly,  is  retaining 
the  requirement  that  this  statement  ap¬ 
pear  in  the  User  Instructional  Brochure. 
S<Mne  promotional  matei^  for  hearing 
aids,  in  the  past,  has  been  worded  to  im¬ 
ply  that  the  hearing  aid  would  restore 
normal  hearing  or  would  prevent  or  im¬ 
prove  the  organic  conditlmis  causing 
hearing  loss. 

Several  ccxnments  siiggested  that  a 
child  with  a  hearing  loss  should  be  di¬ 
rected  to  an- audiologist  becaiise  of  the 
importance  of  hearing  habilitation  to 
speech  and  language  development,  and 
the  educational  and  social  growth  of  the 
chUd. 

The  Commissioner  agrees  with  these 
comments  and  is  including  such  a  state¬ 
ment  in  the  “Important  Notice  for  Pros¬ 
pective  Hearing  Aid  Users”. 

20.  Three  comments  objected  to  the 
fact  that  technical  data,  required  to  be 
provided  in  the  User  Instructional  Bro¬ 
chure,  would  have  to  be  measxued  in  ac¬ 
cordance  with  the  test  procedures  of  the 
Acoustical  Society  of  America,  Standard 
for  S[>ecificatlon  of  Hearing  Aid  Char¬ 
acteristics,  ASA  STD  7-1976  (previously 
ANSI  S  3.22-1976).  These  comments 
generally  pointed  out  that  it  was  inap¬ 
propriate  for  the  Commissioner  to  estab¬ 
lish  such  a  test-reference  requiranent. 
One  of  these  comments  also  argued  that 
it  would  be  necessary  for  the  Cmnmis- 
sloner  to  follow  the  procedures  of  section 
514  of  the  Medical  Device  AmenAnents 
of  1976  to  establish  performance 
standards. 

It  should  be  emphasized  that  tlie  pro¬ 
posed  regulation  did  not  establish,  nor 
did  it  ccmtain,  performance  standards 
for  hearing  aids.  The  regulation  would 
merely  describe  the  test  reference  meth¬ 
ods  to  be  used  to  determine  the  techni¬ 
cal  data  values  that  must  be  included  in 
hearing  aid  labeling  and  would  not  pre¬ 
scribe  any  minimiim  or  maximum  per¬ 
formance  levels  or  product  design  re¬ 
quirements.  The  purpose  of  the  test  ref¬ 
erence  method  requirement  is  to  simplify 
comparing  the  performance  of  variou.s 
hearing  aids  and  measuring  the  perfonn- 
anoe  of  a  particular  bearing  aid  to  de¬ 
termine  if  it  is  performing  within  labeled 
specificattons  and  thus  to  ensure  that  the 
labeling  is  accurate  and  not  false  or  ntis- 
leading.  The  Ccxnmissioner  believes  that 
the  technical  data  requirement  is  needed 
and  is  authorized  by  section  79>(a)  of 
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Federal  Food,  Drug,  and  Cosmetic  Act 
for  the  effective  enforcement  of  section 
502  of  the  act,  and  that  the  labeling  re¬ 
quirement  is  meaningless  without  a 
standardized  test  procedure  to  develop 
the  required  information. 

21.  Seven  comments  suggested  that  the 
term  “useful  gain”  has  no  scientific 
meaning,  was  not  used  by  the  Acoustical 
Society  of  America,  and  should  not  be 
used  in  the  regulation.  These  comments 
suggested  that  the  term  “Reference  test 
gain”  alone  be  used. 

The  Commissioner  agrees  with  these 
comments  and  the  change  is  made  ac¬ 
cordingly. 

22.  Four  comments  suggested  that  for 
clarity,  the  regulation  should  indicate 
that  induction  coil  sensitivity  is  required 
only  for  aids  with  telephone  coils.  Fur¬ 
ther,  five  comments  suggested  that  “in¬ 
put-output  cmwe”  and  “attack  and  re¬ 
lease  times”  are  required  only  for  hear¬ 
ing  aids  with  automatic  gain  control. 

The  Commissioner  agrees  with  all 
these  comments  and  these  changes  are 
made  accordingly. 

23.  One  comment  objected  to  the  pro¬ 
hibition  against  including  in  the  User 
Instructional  Brochure  any  statement 
prohibited  by  FTC  regulations.  It  assert¬ 
ed  that  the  requirement  is  inappropriate 
as  a  matter  of  law  because  PDA  regula¬ 
tions  are  enforceable  by  criminal  penal¬ 
ties  while  FTC  regulations  are  enforce¬ 
able  only  by  civil  penalties,  and  if  Con¬ 
gress  had  intended  FTC  regulations  to 
be  enforceable  by  criminal  penalties,  it 
would  have  so  stated  in  the  legislation 
governing  that  agency. 

This  statement  (tlie  prohibition)  is 
not  intended  to  incoiT>orate  by  reference 
FTC  regulations.  The  statement  is  in¬ 
tended  to  indicate  that  the  requirement 
does  not  prevent  FTC  from  enforcing 
its  regulations.  If  a  statement  in  the 
User  Instructional  Brochure  violates 
FTC  regulations  but  does  not  violate 
PDA  regulations  or  otherwise  constitute 
misbranding  under  section  502  of  the  act, 
the  case  will  be  referred  to  FTC  for  en¬ 
forcement.  It  should  be  noted  that  cer¬ 
tain  statements  ihat  are  prohibited  by 
FTC  regulations  may  also  constitute 
misbranding  under  section  502  of  the  act 
and  may  thus  be  subject  to  action  by 
either  agency. 

24.  Two  hundred  and  twenty -three 
comments  supported  the  general  require - 
nient  that  a  hearing  aid  shall  not  be  sold 
unless  the  pi’ospective  user  has  been  ex¬ 
amined  by  a  physician  who  hats  deter¬ 
mined  that  the  patient  may  be  consid¬ 
ered  a  candidate  for  a  hearing  aid.  One 
hundred  comments  opposed  this  require¬ 
ment. 

Those  comments  supporting  the  gen¬ 
eral  requirement  generally  stated  that  it 
is  necessary  that  a  physician  examine  a 
patient  to  determine  the  cause  of  the 
hearing  loss  and  whether  conditions 
causing  the  hearing  loss  are  medically 
correctable.  They  also  pointed  out  that 
a  physician  alone  is  trained  to  make  such 
a  diagnosis  and  that,  if  a  hearing  aid  is 
purchased  and  a  medically  correctable 
condition  goes  undiagnosed  and  imtreat- 


ed,  it  could  cause  serious  health  problems 
for  the  hearing  aid  user. 

Those  opposing  the  general  medical 
evaluation  requimnent  goierally  argued 
that  consigners  should  not  be  forced  to 
see  a  physician  if  they  do  not  want  to, 
that  the  requirement  would  add  an  un¬ 
necessary  cost  to  the  already  high  cost 
of  a  hearing  aid,  and  that  physicians 
are  not  generally  aware  of  the  capabili¬ 
ties  of  hearing  aids,  even  when  such  use 
is  appropriate. 

TTie  Commissioner  has  determined 
that  it  is  very  important  that  all  med¬ 
ically  treatable  conditions  that  may 
affect  hearing  be  identified  and  treated 
before  the  hearing  aid  is  purchased.  The 
physician  is  the  only  person  who  is  qual¬ 
ified  to  make  a  medical  diagnosis  and 
prescribe  treatment.  Some  persons  with 
remediable  ear  disease  do  not  receive 
medical  attention  and  rely  solely'  on  a 
hearing  aid  until  the  disease  is  no  longer 
remediable.  One  purpose  of  the  medical 
evaluation  requirement  is  to  prevent 
treatable  conditions  from  going  undiag¬ 
nosed  and  untreated. 

The  general  medical  evaluation  re¬ 
quirement  is  not  expected  to  add  con¬ 
siderably  to  the  cost  of  a  hearing  aid. 
Tile  Commissioner  is  aware  of  dispens¬ 
ing  practices  where  the  fee  paid  to  the 
physician  will  be  saved  in  the  form  of 
a  lower  fee  paid  to  the  hearing  aid  dis¬ 
penser  for  the  hearing  aid.  Further, 
many  consumers  will  be  saved  the  ex¬ 
pense  of  an  unnecessary  purchase  of  a 
hearing  aid. 

The  argument  of  people  who  feel  that 
they  should  not  be  forced  to  imdergo  a 
medical  evaluation  is  discussed  below  in 
the  section  dealing  with  the  waiver  of 
the  medical  evaluation  requirement. 

For  these  reasons,  the  Commissioner 
has  determined  that  medical  evaluation 
should  generally  be  required  before  the 
purchase  of  a  hearing  aid. 

25.  Twenty -seven  comments  suggested 
that  a  medical  evaluation  ^ould  only  be 
required  for  the  first  purchase  of  a  hear¬ 
ing  aid,  because  once  the  medical  evalua¬ 
tion  has  been  made,  no  conditions  could 
arise  that  would  make  medical  evalua¬ 
tion  necessary  in  the  future. 

The  Commissioner  rejects  tliese  com¬ 
ments.  The  period  between  purchases 
could  be  3  years  or  more.  Many  condi¬ 
tions  causing  fmther  hearing  loss  could 
arise  during  such  a  period,  and  such 
conditions  would  warrant  medical  eval¬ 
uation. 

26.  Forty-eight  comments  addressed 
the  requirement  that  the  medical  eval¬ 
uation  occur  6  months  before  the  pur¬ 
chase  of  the  hearing  aid.  Twenty-one 
of  these  comments  stated  that  the  period 
should  be  less  than  6  montlis.  Most  of 
these  comments  suggested  a  period  of 
3  months  or  less.  The  comments  were 
generally  based  on  the’  argument  that 
too  many  changes  could  occur  in  a  6- 
month  period  and  that  these  changes 
would  negate  a  previous  medical  clear¬ 
ance.  Ten  comments  said  that  6  months 
was  an  appropriate  period.  Seventeen 
comments  said  that  the  period  should  be 
more  than  6  months.  Most  of  these  com¬ 
ments  suggested  a  period  of  12  to  24 


months.  These  comments  generally 
argued  that  many  people  were  slow  to 
purchase  a  hearing  aid  and  that  the 
medical  evaluation,  once  made,  would  be 
sufficient. 

The  Commissioner  has  determined 
that  medical  evaluation  should  be  made 
no  more  than  6  months  before  the  pur¬ 
chase  of  the  hearing  aid.  This  period  is 
sufficiently  long  to  give  the  purchaser 
time  to  shop  around  for  a  proper  hear¬ 
ing  aid.  and  it  is  sufficiently  short  to 
decrease  the  likelihood  of  substantial 
changes  in  the  prospective  user’s  medi¬ 
cal  condition. 

27.  Eight  comments  said  that  the  par¬ 
ent  or  guardian  of  a  prospective  hearing 
aid  user  under  the  age  of  18  should  be 
permitted  to  W’aive  the  medical  evalua¬ 
tion  requirement  for  the  child  because 
parents  should  be  free  to  determine  what 
is  in  the  best  interest  of  their  children. 

Seventeen  opposing  comments  specifi¬ 
cally  said  that  imder  no  circumstances 
should  a  prospective  hearing  aid  user 
under  the  age  of  18  or  the  parent  or 
guardian  of  such  a  person  be  permitted 
to  obtain  a  hearing  aid  without  a  medical 
evaluation  of  the  hearing  loss  because 
proper  hearing  is  vital  to  the  educa¬ 
tional  and  social  development  of  people 
in  that  age  group. 

The  Commissioner  has  determined 
that,  for  those  under  the  age  of  18,  there 
is  a  sijecial  concern  that  medical  condi¬ 
tions  that  led  to  hearing  impairment 
be  identified,  diagnosed,  and  treated  by 
a  physician.  In  addition  to  the  risk  to 
a  child’s  health  because  of  undiagnosed 
and  untreated  conditions,  there  is  con¬ 
cern  that  a  child’s  untreated,  or  inad¬ 
equately  treated,  hearing  impairment 
may  interfere  with  the  development  of 
speech  and  language,  learning,  and  nor¬ 
mal  adaptation  to  society.  Accordingly, 
the  final  regulation  does  not  allow  a 
waiver  of  the  medical  evaluation  require¬ 
ment  for  anyone  under  the  age  of  18. 

28.  ’Three  comments  suggested  that  a 
physician  may  be  unwilling  to  sign  the 
required  statement  saying  that  he  has 
found  “no  medical  reasons  why  the  in¬ 
dividual  should  not  be  fitted  with  a 
hearing  aid.” 

The  Commissioner  agrees  that  many 
physicians  may  be  unwilling  to  sign  such 
a  statement.  Such  a  statement  is  not 
necessary  for  the  purposes  of  this  regula¬ 
tion.  The  wording  is  therefore  changed 
to  reflect  that  the  patient  has  been  ex¬ 
amined  and  that  the  physician  has  de¬ 
termined  that  the  patient  is  a  candidate 
for  a  hearing  aid.  This  language  was 
suggested  in  the  comment  of  the  Ameri¬ 
can  Council  of  Otolaryngology. 

29.  Thirty  comments  specifically  said 
that  a  waiver  of  the  medical  evaluation 
requirement  should  be  allowed.  Sixty- 
bne  comments  specifically  said  that  such 
a  waiver  should  not  be  allowed. 

Comments  supporting  the  waiver  gen¬ 
erally  said  that  such  a  provision  was 
necessary  to  protect  the  freedom  of  tliose 
who  had  strong  feelings  against  being 
examined  by  a  physician,  especially  those 
who  had  religious  beliefs  that  forbade 
them  from  being  treated  by  a  physician. 
Many  also  pointed  out  that  elderly  peo- 
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pie  In  rural  areas  would  be  heavily  bur¬ 
dened  by  the  medical  evaluatkm  require¬ 
ment,  If  a  waiver  were  not  allowed.  Those 
who  oiHXised  the  waiver,  on  the  other 
hand,  generally  argued  tliat  medical 
evaluation  Is  an  absolute  necessity  be¬ 
cause  serious  health  problems  cotdd  arise 
if  a  medical  evalxiatlon  is  waived  and  a 
correctable  condition  causing  the  hear¬ 
ing  loss  goes  imtreated. 

Although  the  Commissioner  strongly 
recommends  that  all  prospective  hearing 
aid  users  obtain  a  medical  evaluation  of 
a  hearing  loss  before  purchasing  a  hear¬ 
ing  aid,  he  recognizes  that  a  waiver 
shoiild  be  allowed  for  those  who  have 
rellgloxis  <»*  personal  beliefs  against  a 
medical  evaluation  and  fOT  the  rare  cir¬ 
cumstance  where  an  Individual  would 
have  great  difSculty  In  obtaining  a  medi¬ 
cal  evaluati<m  due  to  the  lack  of  a  physi¬ 
cian  in  the  area.  Accordingly,  the  final 
regulation  permits  a  prospective  hear¬ 
ing  aid  user  over  the  age  18  to  waive 
the  medical  evaluation  requlr^nents. 

30.  Four  commeits  objected  to  the 
statement  In  pr(H>osed  1801.421(a)(4) 
that  State  and  local  governments  may 
impose  more  stringent  e<mdltkNQs  for 
sale  than  are  Imposed  by  the  FDA  regu¬ 
lation.  These  comments  p(rinted  out  that 
section  521  a  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  nJB.C.  360k), 
which  was  added  by  the  Medical  Device 
Amendments  of  1976,  luovldes  that  State 
and  local  laws  that  are  Inconsistent  with 
or  In  addition  to  the  regulaticm  are  ixre- 
anpted. 

Specifically  section  521(a)  of  the  act 
proves  that  no  State  or  local  govan- 
ment  may  establish  or  eoatinne  In  effect 
any  requirement  with  reqcect  to  ttie 
safety  and  effectiveness  of  a  device  or  to 
any  other  requirement  iq^pUcahle  to  the 
device  under  the  act.  If  such  require¬ 
ment  Is  different  from,  or  in  additkm  to, 
requirements  which  are  ai^llcable  to  the 
specific  device  under  the  act.  Section 
521(b)  provides  that  tire  Commissioner 
may  upon  sqiplicatkm  of  a  State  or  local 
government  exempt  a  requlranent  from 
the  preemption  of  sectimi  521(a)  if  the 
State  or  local  requirement  for  the  device 
Is  more  stringent  than  requlr^ents  for 
the  device  Imposed  by  FDA  under  the  act, 
or  If  the  requlranent  Is  necessitated  by 
compelling  local  condltlcms  and  cmnpli- 
ance  with  the  State  or  local  requirement 
would  not  cause  the  device  to  be  In  viola¬ 
tion  of  a  requirement  tmder  the  act. 

Section  521  oi  the  act  ai.plles  to  spe¬ 
cific  State  and  local  requirements  with 
respect  to  the  safety  and  effectivmess  of 
hearing  aids.  The  section  does  not,  how¬ 
ever,  preempt  State  and  local  laws  with 
respect  to  ^e  licensing  of  hearing  aid 
dispensers,  audiologists,  or  s>hysicians.  In 
the  Commlssicmer’s  view,  such  laws  do 
not  constitute  “requlremoits  with  re¬ 
spect  to  a  device”  within  the  meaning  of 
section  521  of  the  act.  Moreover,  another 
provision  of  the  Medical  Device  Amend¬ 
ments,  section  520(e)  (21  U.S.C.  360j  (e) ) , 
explicitly  recognizes  the  continued  via¬ 
bility  of  State  licensing  laws  to  ixescrlbe 
the  practitiemers  qualified  to  administer 
or  use  devices. 


RULES  AND  REGULATIONS 

Therefore,  because  State  and  local 
governments  will  be  required  to  petltlmi 
for  ex«npti(ms  from  section  S21(a)  of 
the  act  for  differing  requiremmts  eon- 
cemlng  hearing  aid  labrilng  or  condi¬ 
tions  on  the  sale  of  hearing  aids,  the 
Commissioner  has  determined  that  the 
statement  in  the  pr(^)06ed  regulatlcm  is 
Inappropriate,  and  It  is  deleted  from  the 
final  r^ulation.  A  proposed  regulation 
governing  the  procMures  pursuant  to 
which  State  and  local  governments  may 
petitlcm  for  exemption  freon  sectiem 
531(a)  of  the  act  will  be  iMibllshed  in 
the  Federal  Register  in  the  near  future. 

The  Commissioner  has  also  determined 
that  the  preemption  provision  of  sectlcoi 
521(a)  of  the  act  does  not  apply  to  rules 
or  requirements  established  by  Federal, 
State,  or  local  agencies  to  contre^  the 
expoidlture  public  funds  for  purchas¬ 
ing  hearing  aids  and  hearing  health  care 
services  for  the  hearing  impaired,  Le., 
third-party  pa3unent  pre^rams.  Such  re¬ 
quirements  often  establish  standards  for 
the  screening  and  diagnosis  of  indi¬ 
viduals  who  will  receive  hearing  aids 
through  p<ti}licly  funded  iH*ograms.  These 
standards  are  to  assure  the  premier  iKe 
of  public  funds.  It  is  the  Commissioner’s 
view  that  such  rules  and  requli^nents 
for  the  expenditure  of  puUlc  funds  for 
hearing  aids  are  payment  criteria  estab¬ 
lished  by  the  payer  or  purchaser  and  do 
not  represent  “requirements  vritii  respect 
to  a  device”  vdthln  the  meaning  of  sec¬ 
tion  521(a)  of  the  act. 

31.  Four  comments  objected  to  the  re¬ 
quirement  that  the  dispenser  read  and 
explain  to  the  prospective  user  the  four 
caution  statements  Imposed  by  i  801.420 
(e)(2).  These  comments  said  tills  re¬ 
quirement  is  Impractical  and  unneces¬ 
sary  and  is  an  unwarranted  interfer¬ 
ence  in  the  hearing  aid  dispenser’s  busi¬ 
ness. 

The  Commissioner  believes  that  this 
requirement  is  necessary  to  assure  that 
the  prospective  oser  Is  infmmed  of  mat¬ 
ters  essential  for  the  safe  and  effective 
use  of  a  hearing  aid.  'Ihe  burden  placed 
on  the  hearing  aid  dispense  by  this  re¬ 
quirement  is  minimal.  Therefore,  the 
comments  are  rejected.  The  cautionary 
statements  have  been  condensed  into 
new  sections  entitled  “Important  Notice 
for  Prospective  Hearing  Aid  Usors”  and 
“Warning  to  Hearing  Aid  Dispensers”. 
This  notice  for  prospective  hearing  aid 
users  describes,  in  lay  language,  the  re¬ 
strictions  on  the  sale  of  hearing  aids  and 
the  steps  a  prospective  hearing  aid  user 
should  f(dlow  to  obtain  quality  hearing 
health  care.  The  dispenser  will  be  re¬ 
quired  to  review  this  Information  with 
the  prospective  user  before  dispensing  a 
hearing  aid. 

32.  Four  ccanments  objected  to  the  re¬ 
quirement  that  manufacturers  and  dis¬ 
tributors  provide,  upon  request,  sufteient 
copies  of  the  User  Instructional  Brochure 
for  distribution  to  users  or  pro^;>ective 
users  of  hearing  aids.  These  comments 
generally  pointed  out  that  this  require- 
m^t  was  too  iMoad,  that  too  many  peoi^ 
would  request  allies,  and  that  it  should 
be  limited  to  those  who  have  already 


9293 

decided  to  purchase  a  particular  hearing 
aid. 

The  C(Hnmlssloner  believes  that  the 
User  Instructional  Brochure  should  be 
readily  available  to  those  who  are  shop¬ 
ping  for  a  hearing  aid  and  that  such 
persons  should  be  aware  (ff  the  informa¬ 
tion  contained  in  the  User  Instructional 
Brochure.  The  Commissioner  also  be¬ 
lieves  that  any  probl«ns  of  persons  re¬ 
questing  brochures  for  no  reason  will  be 
minimal  and  will  not  significantly  in¬ 
crease  the  cost  of  producing  the  bro¬ 
chure.  Accordingly,  this  requirement  is 
not  changed  In  the  final  regulation. 

33.  Four  CMiunents  objected  to  the  re¬ 
quirement  that  the  hearing  aid  dispenser 
retain  for  3  years  a  copy  of  the  physi¬ 
cian’s  statement  or  the  patient’s  waiver. 
Two  ot  these  comments  said  the  period 
should  be  5  years — the  average  life  of  a 
hearing  aW.  The  other  two  comment' 
said  1  year  was  sufiBcient  because  any 
problems  would  show  up  within  1  year. 

The  Commissioner  Is  retaining  the  3- 
year  period  for  maintaining  such  rec¬ 
ords.  Any  problems  resulting  from  the 
failure  of  the  hearing  aid  dispenser  to  in¬ 
form  the  user  of  the  necessity  of  a  medi¬ 
cal  evaluation  would  likely  occur  during 
the  3-year  period  after  the  sale. 

34.  ’Two  comments  suggested  that  it 
be  clarified  that  mail  order  sales  are  not 
prohibited  by  the  regtilatlon. 

The  Cwnmlssioner  is  not  aware  of  any 
abuses  in  mall  order  sales  of  hearing 
aids,  and  several  users  have  indicated 
their  satisfaction  with  hearing  aids 
bought  through  the  mail.  The  Commis¬ 
sioner  has  determined  not  to  prohibit 
mail  order  sales  provided  that  all  the  re¬ 
quirements  of  the  regulation  have  been 
met  No  statement  in  the  regulatitm  to 
this  effect  Is  necessary. 

Review  of  Labeling 

In  the  preamble  to  the  pr(HX)sed  regu¬ 
lation,  the  Commissioner  stated  that  the 
final  regulation  would  be  accompanied 
by  a  notice  ptiblished  in  the  same  issue 
ot  the  Federal  Register  and  that  the  no¬ 
tice  would  require  submission  of  copies 
of  the  pr(^x)6ed  User  Instructional  Bro¬ 
chure  and  all  other  labeling  for  hearing 
aids  no  later  than  60  da3^  before  the 
effective  date  of  ihe  final  regulation. 

At  the  time  of  the  proposal,  the  legal 
authority  for  requiring  such  information 
wras  section  704  of  the  act  (21  U.S.C.  374>  • 
relating  to  factory  inspection.  Section  704 
authorizes  FDA  to  enter  at  reasonable 
times  and  in  a  reasonable  manner,  estab¬ 
lishments  where  devices  are  manu¬ 
factured  or  held  for  sale  and  to  Inspect 
such  establishments  and  related  equip¬ 
ment  and  materials  and  specifically  to 
Inspect  device  labeling.  It  is  the  Cmnmis- 
siemer’s  opinion  that  section  704  of  the 
act,  in  authorizing  on-site  Inspections  of 
device  labeling,  also  authorizes  the  Com¬ 
missioner  to  require  the  submission  of 
such  labeling  to  FDA. 

With  the  enactment  of  the  Medical 
Device  Amendments,  ad<fitkmal  anthor- 
Il7  was  provided  to  FDA  to  require  the 
submission  of  device  labeling.  Newly  en¬ 
acted  section  519  of  the  act  (31  UB.C. 
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360i » ,  Records  and  Reports  on  Devices, 
specifically  authorizes  PDA,  within  cer¬ 
tain  limits,  to  prescribe  regulations  to 
require  device  manufacturers  to  submit 
device  labeling  to  PDA. 

Accordingly,  based  on  the  authority 
provided  to  FDA  by  sections  519  and  704 
of  the  act,  the  Commissioner  has  de¬ 
cided  to  require  manufacturers  of  hear¬ 
ing  aids  that  were  in  commercial  dis¬ 
tribution  of  the  effective  date  of  the 
regulation — August  15,  1977 — to  submit 
to  FDA  copies  of  the  User  Instructional 
Brochure  and  all  other  labeling  for  hear¬ 
ing  aids.  The  Commissioner  has  also  de¬ 
cided  that  this  requirement  should  be 
included  in  the  body  of  the  final  hear¬ 
ing  aid  labeling  regulation,  rather  than 
as  a  separate  notice  as  indicated  in  the 
proposal,  to  satisfy  the  requirements  of 
section  519  of  the  act  that  a  “regulation” 
be  issued  to  require  such  submissions. 

The  Commissioner  has  determined 
that  the  submission  of  such  labeling  is 
necessary  to  ensure  conformance  with 
the  requirements  of  §  801.420  and  to  de¬ 
termine  whether  such  devices  are  adul¬ 
terated  or  misbranded,  or  otherwise  in 
violation  of  the  act.  The  Commissioner 
has  also  determined  that  this  require¬ 
ment  is  not  “imduly  burdensome”  with¬ 
in  the  meaning  of  section  519  of  the 
act  since  such  labeling  is  generally  pre¬ 
pared  by  the  manufacturer  or  distributor 
in  the  normal  course  of  bxisiness. 

The  Commissioner  also  notes  that  the 
labeling  for  devices  newly  marketed  sub¬ 
sequent  to  August  15,  1977  will  be  re¬ 
viewed  by  FDA  in  accordance  with  the 
procedures  of  section  510(k)  of  the  act 
(21  U.S.C.  360(k))  (premarket  review) ; 
section  513(f)(2)  of  the  act  (21  U.S.C. 
360c(f)  (2) )  (reclassification) ;  or  section 
515  of  the  act  (21  U.S.C.  360e)  (premar¬ 
ket  approval)  of  the  act,  as  applicable. 

Two ‘comments  on  this  portion  of  the 
proposal  suggested  that  it  would  be  dif¬ 
ficult  to  comply  with  the  labeling  sub¬ 
missions  requirement  within  the  120- 
day  period  allowed  by  the  preamble  to 
the  proposed  regulation.  Accordingly,  to 
allow  more  time  to  comply,  S  801.420(d) 
requires  that  the  manufacturer  of  a 
hearing  aid  submit  to  FDA  a  copy  of 
the  User  Instructional  Brochiire  and  all 
other  labels  and  labeling  for  the  hear¬ 
ing  aid  on  or  before  the  effective  date 
of  the  regulation — August  15,  1977 — for 
those  hearing  aids  in  commercial  distri¬ 
bution  at  that  time. 

Background  data  and  information  on 
which  the  Commissioner  relies  in  pro¬ 
mulgating  this  regulation  have  been 
placed  on  file  for  public  review  in  the 
office  of  the  Hearing  Cfierk,  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857.  The 
following  is  a  list  of  these  dociunents; 

1.  “Paying  Hirough  the  Ear:  A  Report  on 
Hearing  Health  CTare  Problems,”  Public  (Citi¬ 
zen’s  Retired  Professional  Action  Group, 
1973. 

2.  “Hearing  Aids  and  the  Older  American.” 
Hearings  bef<ve  the  Subcommittee  on  Con¬ 
sumer  Interests  of  the  Elderly  (rf  the  Special 
Conunlttee  <»i  Aging,  United  States  Senate, 
93d  Cong.  Ist  sess..  Parts  1  and  3,  Washing¬ 
ton,  DC,  September  10,  1073. 
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3.  Memorandum  on  the  HEW  Inhradepart- 
mentcJ  Task  Force  on  Hearing  Aids,  includ¬ 
ing  minutes  of  the  HEW  Intradepartmental 
Task  Force  Meetings  and  agency  comments 
on  the  Task  Force  reports. 

4.  “Final  Report  to  the  Secretary  on  Hear¬ 
ing  Aid  Health  Care,”  prepared  by  the  De¬ 
partment  of  Health,  Education,  and  Welfare 
Intradepartmental  Task  Force  on  Hearing 
Aids,  July  1976.  The  report  contains  the  fol¬ 
lowing  appendices: 

Appendix  A — Preliminary  Report  on  Hear¬ 
ing  Aid  Health  Care,  September  1974. 

Appendix  B — Supplementary  Report  on 
Hearing  Aid  Health  Care,  October  1974. 

Appendix  C — Synopsis  of  written  com¬ 
ments  on  the  Preliminary  and  Supple¬ 
mentary  Task  Force  Reports. 

Appendix  D — Transcript  of  public  hearings 
on  the  Preliminary  and  Supplementary  Task 
Force  Reports. 

Appendix  E — Hearing  Aid  Specialists  Act. 

5.  “1971  Health  Survey  Report,”  National 
Center  for  Health  Statistics,  Health  Resources 
Administration,  Public  Health  Service,  De¬ 
partment  of  Health,  Education,  and  Welfare. 

6.  “A  Partnership  in  Better  Hearing,”  a 
paper  submitted  by  the  Hearing  Aid  Indus¬ 
try  Conference  to  the  HEW  Intrade¬ 
partmental  Task  Force  on  Hearing  Aids,  Au¬ 
gust  13,  1974. 

7.  Minneapolis  Study — Congremional  Rec¬ 
ord — Senate,  July  18,  1974,  S12850.  New 
York  City  Study — Ck)ngres8lonal  Record — 
Senate,  July  11,  1974,  S10300  through  S10304. 
Baltimore  Study— RPAG  Report,  “Paying 
Through  the  Ear — A  Report  on  Hearing 
Health  Care  Problems,”  Private  Citizens,  Inc., 
1973,  Chapter  I,  p.  5.  Detroit  Study — Con¬ 
gressional  Record — Senate,  July  18,  1974, 
S12851  through  S12854. 

8.  “The  Hearing  Aid  Industry,  A  Siuwey 
of  the  Hard  of  Hearing,”  a  report  to  the 
National  Hearing  Aid  Society  and  the  Hear¬ 
ing  Aid  Industry  Conference,  prepared  by 
Market  Pacts,  Inc.,  April  1971. 

9.  “1974  FDA  Report  on  Hearing  Aid  Label 
Review." 

10.  S  3.22,  1976  American  National  Stand¬ 
ard  for  Specification  of  Hearing  Aid  Char¬ 
acteristics. 

11.  S  3.3,  1960  (R.  1971)  American  National 
Standard  Methods  for  Measurement  of  Elec- 
troacou-stlcal  Characteristic  <rf  Hearing  Aids. 

12.  S  3.8,  1967  (R.  1971)  American  National 
Standard  Method  of  Expressing  Hearing  Aid 
Performance. 

13.  “Staff  Study  of  the  State  Licensing 
Laws  and  Training  Requirements  for  Hear¬ 
ing  Aid  Dealers,”  Permanent  .Subcommittee 
on  Investigations  of  the  Senate  Committee 
on  Government  Operations,  94th  Cong.,  Ist 
Sess.,  October  1975. 

14.  “Problems  of  the  Hearing  Aid  Indus¬ 
try,”  Hearings  before  the  Subcommittee  on 
Government  Regulation  of  the  Select  Com¬ 
mittee  on  Small  Business,  United  States  Sen¬ 
ate,  94th  Cong.,  1st  Sess.,  on  Economic  Prob¬ 
lems  In  the  Hearing  Aid  Industry,  Washing¬ 
ton,  DC,  May  20,  21,  and  22,  1976. 

15.  Hearings  before  the  Senate  Permanent 
Subcommittee  on  Investigations,  United 
States  Senate,  96th  Cong.,  1st  Sess.,  Hearings 
on  the  Hearing  Aid  Industry,  Washington, 
DC,  April  1  and  2,  1976. 

16.  Acoustical  Society  of  America  Stand¬ 
ard,  Specification  of  Hearing  Aid  Character¬ 
istics,  ASA  STD  7-1976  (ANSI  S  3.22-1976), 
published  by  the  American  Institute  of  Phys¬ 
ics  for  the  Acoustical  Society  of  America, 
1976. 

Therefore,  under  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  (secs.  201  (h), 
(k).  (m).  (n),  502,  519,  520(e).  701(a). 
T04.  52  Stat.  1040-1041.  as  amended 
1050-1051  as  amended.  1065,  67  Stat  477 
as  amended,  90  Stat.  564-565,  567  (21 


U.S.C.  321(h),  (k),  (m),  (n),  352,  360i, 
360j(e),  371(a),  374))  and  imder  au- 
thrity  delegated  to  the  Commissioner  (21 
CPR  5.1)  (recodification  published  in  the 
Federal  Register  of  June  15, 1976  (41  FR 
24262) ) ,  Part  801  is  amended  as  Subpai-t 
H  by  adding  new  §|  801,420  and  801.421, 
to  read  as  follows: 

§801.420  Hearing  aid  devicts:  j>  ofc.<- 
sional  and  patient  labeling. 

(а)  Definitions  for  the  purposes  of  this 
section  and  §  801.421.  (1)  “Hearing  aid” 
means  any  wearable  instrument  or  de¬ 
vice  designed  for,  offered  for  the  purpose 
of,  or  represented  as  aiding  persons  with 
or  compensating  for,  impaired  hearing. 

(2)  “Ear  specialist”  means  any  li¬ 
censed  physician  who  specializes  in  dis¬ 
eases  of  the  ear  aiid  Is  medically  trained 
to  identify  the  symptoms  of  deafness  in 
the  context  of  the  total  health  of  the 
patient,  and  is  qualified  by  special  train¬ 
ing  to  diagnose  and  treat  hearing  loss. 
Such  physicians  are  also  known  as  oto- 
laryngologdsts,  otologists,  and  otorhino- 
laryngologists. 

(3)  “Dispenser”  means  any  person, 
partnership,  corporation,  or  association 
engaged  in  the  sale,  lease,  or  rental  of 
hearing  aids  to  any  member  of  the  con¬ 
suming  public  or  any  employee,  £igent. 
sales  person,  and/or  representative  of 
such  a  person,  partnership,  corporation, 
or  association. 

(4)  “Audiologist”  means  any  person 
qualified  by  training  and  experience  to 
specialize  in  the  evaluation  and  rehabil¬ 
itation  of  individuals  whose  communica¬ 
tion  disorders  center  in  whole  or  in  part 
in  the  hearing  function.  In  some  states 
audiologists  must  satisfy  specific  require¬ 
ments  for  licensure. 

(5)  “Sale”  or  “purchase”  includes  any 
lease  or  rental  of  a  hearing  aid  to  a  mem¬ 
ber  of  the  consuming  public  who  is  a  user 
or  prospective  user  of  a  hearing  aid. 

(б)  “Used  hearing  aid”  means  any 
hearing  aid  that  has  been  worn  for  any 
period  of  time  by  a  user.  However,  a  hear¬ 
ing  aid  shall  not  be  considered  “used” 
merely  because  it  has  been  worn  by  a 
prospective  user  as  a  part  of  a  bona  fide 
hearing  aid  evaluation  conducted  to  de¬ 
termine  whether  to  select  that  particular 
hearing  aid  for  that  prospective  user,  if 
such  evaluation  has  been  conducted  in 
the  presence  of  the  dispenser  or  a  hear¬ 
ing  aid  health  professional  selected  by 
the  dispenser  to  assist  the  buyer  in  mak¬ 
ing  such  a  determination. 

(b)  Label  requirements  or  hearing 
aids.  Hearing  aids  shall  be  clearly  and 
permanently  marked  with: 

(1)  The  name  of  the  manuacturer  or 
distributor,  the  model  name  or  number, 
the  serial  number,  and  the  year  of  manu¬ 
facture. 

(2)  A  “4-”  symbol  to  indicate  the  posi¬ 
tive  connection  for  battery  insertion,  un¬ 
less  it  is  physically  impossible  to  insert 
the  battery  in  the  reversed  position. 

(c)  Labeling  requirements  for  hearing 
aids — (1)  General.  All  labeling  informa¬ 
tion  required  by  this  paragraph  shall  be 
Included  in  a  User  Instructionsd  Bro¬ 
chure  that  shall  be  developed  by  the 
manufacturer  or  distributor,  shall  ac- 
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company  the  hearing  aid,  and  shall  be 
provided  to  the  prospective  user  by  the 
dispenser  of  the  hearing  aid  in  accord¬ 
ance  with  S  801.421(c).  The  User  In¬ 
structional  Brochure  accompanying  each 
hearing  aid  ^aU  contain  the  following 
information  and  instructions  for  use,  to 
the  extent  applicable  to  the  particular 
requirements  and  characteristics  of  the 
hearing  aid: 

(1)  An  illustration (s)  of  the  hearing 
aid,  indicating  operating  controls,  user 
adjustments,  and  battery  compartment. 

(il)  Information  on  the  function  of  all 
controls  intended  for  user  adjustment. 

(iii)  A  description  of  any  accessory 
that  may  accompany  the  hearing  aid, 
e.g.,  accessories  for  use  with  a  television 
or  telephone. 

(Iv)  Specific  instructions  for; 

(a)  Use  of  the  hearing  aid, 

(b)  Maintenance  and  care  of  the 
hearing  aid.  Including  the  procedure  to 
follow  in  washing  the  earmold,  when 
replacing  tubing  on  those  hearing  aids 
that  use  tubing,  and  in  storing  the  hear¬ 
ing  aid  when  it  will  not  be  used  for  an 
extended  period  of  time. 

(c)  Replacing  or  recharging  the  bat¬ 
teries,  including  a  generic  designation  of 
replacwnent  batteries. 

(v)  Information  on  how  and  where  to 
obtain  repair  service,  including  at  least 
one  specihe  address  where  the  user  can 
go,  or  send  the  hearing  aid  to,  to  obtain 
sueh  repair  service. 

(vl)  A  deeerlption  of  commonly  oc- 
ciunrtng  avoidable  conditions  that  could 
adversely  afleet  or  damage  the  hearhtg 
aid,  such  as  dropping,  immersing,  or 
eiqposing  the  hearing  aid  to  excessive 
heat. 

(vii)  Identification  of  any  known  side 
effects  associated  with  the  use  of  a  hear¬ 
ing  aid  that  may  warrant  consultation 
with  a  physician,  e.g.,  skin  Irritation  and 
accelerate  accumulation  of  cerumen 
(ear  wax) . 

(vlii)  A  statement  that  a  hearing  aid 
will  not  restore  normal  hearing  and  will 
not  prevent  or  Improve  a  hearing  im¬ 
pairment  resulting  from  organic  condi¬ 
tions. 

(ix)  A  statement  that  in  most  cases 
Infrequent  iise  of  a  hearing  aid  does  not 
permit  a  user  to  attain  full  benefit  fnmi 
it. 

(X)  A  statement  that  the  use  of  a 
hearing  aid  is  only  part  of  hearing 
habilltatkm  and  may  need  to  be  supple¬ 
mented  by  auditory  training  and  instruc¬ 
tion  in  lipreading. 

(xl)  The  warning  statement  required 
by  paragrai^  (c)  (2)  of  this  section. 

(xil)  The  notice  for  prospective  hear¬ 
ing  aid  users  required  by  paragraph 
(c)  (3)  of  this  sectlcm. 

(xlil)  Hie  tecdmtcal  data  required  by 
paragraph  (c)  (4)  of  this  section,  iinU»5w; 
such  data  is  provided  in  s^iarate  label¬ 
ing  accompanying  the  device. 

(2)  Warning  statement.  The  Us^ 
Instnictkmal  Brochure  shall  contain  the 
following  warning  statement: 

Waimino  to  Hxabxnq  Am  Dxspbnssbs 

A  hMkrtng  aid  dispenser  Should  adviss  a 
prospeettve  hearing  aid  xmr  to  eotwiitt 
promptly  with  a  ttoensed  physlidan  (prefer¬ 


ably  an  ear  speci^Mt)  before  dispensing  a 
bearing  aid  If  the  nearing  aid  dispenser  de¬ 
termines  through  Inquiry,  actual  observa¬ 
tion,  or  review  of  any  other  available  infor¬ 
mation  concerning  the  prospective  user,  that 
the  prospective  user  has  any  of  the  foUowlng 
conditions: 

(I)  Visible  congenital  or  traumatic  de¬ 
formity  of  the  ear. 

(II)  History  of  active  drainage  from  the 
ear  within  the  previous  90  days. 

(ill)  History  of  sudden  or  rapidly  progres¬ 
sive  hearing  loss  within  the  previotis  90  days. 

(iv)  Acute  or  chronic  dizziness. 

(v)  Unilateral  hearing  loss  of  sudden  or 
recent  onset  with  the  previous  90  days. 

(vi)  Audiometric  air-bone  gap  equal  to 
or  greater  than  15  decibels  at  600  hertz  (Hz) , 
1,000  Hz,  and  2,000  Hz. 

(vll)  Visible  evidence  of  significant  ceru¬ 
men  accumulation  or  a  foreign  body  in  the 
ear  canal. 

(vlii)  Pain  or  discomfort  in  the  ear. 
Special  care  should  be  exercised  in  select¬ 
ing  and  fitting  a  hearing  aid  whose  maxi¬ 
mum  sound  pressure  level  exceeds  132  deci¬ 
bels  because  there  may  be  risk  of  impairing 
the  remaining  hearing  of  the  hearing  aid 
user.  (This  provision  Is  required  only  for 
those  hearing  aids  with  a  maximum  sound 
pressure  capability  greater  than  132  decibels 
(dB).) 

(3)  Notice  for  prospective  hearing  aid 
users.  The  User  Instnictional  Brochure 
shall  contain  the  following  notice’: 

Important  Noticf.  for  Pbospectivk  He.aring 
Aid  Users 

Grood  health  practice  requires  that  a  per¬ 
son  with  a  heanring  loss  have  a  medical  eval¬ 
uation  by  a  licensed  physielan  (preferably  a 
ph^idan  wbo  speelaHzes  in  diseases  of  the 
ear)  before  purchasing  a  hearing  aid.  li¬ 
censed  physicians  who  specialize  in  diseases 
of  the  ear  are  often  referred  to  as  otolaryn¬ 
gologists,  otologists  or  otorhinolMryngologlsts. 
The  purpose  of  medical  evaluation  is  to  as¬ 
sure  that  all  n^ically  treatable  condttiOBS 
that  may  affect  bearing  are  identified  and 
treated  before  the  hearing  aid  is  purchased. 

Following  the  medical  evaluation,  the 
physician  will  give  you  a  written  statement 
that  states  that  your  hearing  loss  has  been 
medically  evaluated  and  that  you  may  be 
considered  a  candidate  for  a  bearing  aid. 
The  physician  will  refer  you  to  an  audiolo¬ 
gist  or  a  hearing  aid  dispenser,  as  appropri¬ 
ate,  for  a  hearing  aid  evaluation. 

The  audiologist  ot  bearing  aid  dispenser 
will  conduct  a  bearing  aid  evaluation  to  as¬ 
sess  your  ability  to  hear  with  and  without  a 
hearing  aid.  The  hearing  aid  evaluation  will 
enable  the  audiologist  or  dispenser  to  select 
and  fit  a  hearing  aid  to  your  individual 
needs. 

If  you  have  reservations  about  your  abil¬ 
ity  to  adapt  to  amplification,  you  should  in¬ 
quire  about  the  availability  of  a  teial-rentcd 
or  purchase-option  program.  Many  bearing 
aid  dispensers  now  offer  programs  that  per¬ 
mit  you  to  wear  a  hearing  aid  for  a  period 
of  time  for  a  nominal  fee  after  which  you 
may  decide  if  you  want  to  purchase  the 
hearing  aid. 

Federal  law  restricts  the  sale  of  hearing 
aids  to  those  individuals  who  have  obtained 
a  medical  evaluation  frmn  a  licensed  physi¬ 
cian.  Federal  law  permits  a  fully  informed 
adult  to  sign  a  waiver  statement  declining 
the  medical  evaluation  for  religious  or  per¬ 
sonal  beliefs  that  preclude  consultation  with 
a  physician.  The  exercise  of  such  a  waivOT 
Is  not  In  your  best  health  Interest  and  Its 
use  Is  strongly  discouraged. 

CKWJiKif  WRB  BsaazMe  boss 

In  addition  to  seeing  a  physician  for  a 
medical  evaluation,  a  dhlld  with  a  hearing 


loss  should  be  directed  to  an  audiologist  for 
evaluation  and  rehabilitation  since  hearing 
loss  may  cause  problems  in  language  devel¬ 
opment  and  the  educational  apd  social 
growth  of  a  child.  An  audiologist  is  qualified 
by  training  and  experience  to  assist  in  the 
evaluation  and  rehabilitation  of  a  child  with 
a  hearing  loss. 

(4)  Technical  data.  Technical  data 
useful  In  selecting,  fitting,  and  checking 
the  performance  of  a  hearing  aid  shall 
be  provided  in  the  User  Instructional 
Brochure  or  in  separate  labeling  that  ac¬ 
companies  the  device.  The  determina¬ 
tion  of  technical  data  values  for  the 
hearing  aid  labeling  shall  be  conducted 
in  accordance  with  the  test  procedures 
of  the  Acoustical  Society  of  America 
Standard  for  Specification  of  Hearing 
Aid  Characteristics,  ASA  STD  7-1976.* 
As  a  minimum,  the  User  Instructlfmal  ^ 
Brochure  or  such  other  labeling  shall  in-  * 
elude  the  appropriate  values  or  infwma- 
tion  for  the  following  technical  data  ele¬ 
ments  as  these  elements  are  defined  or 
used  in  such  standard: 

(I)  Saturation  output  curve  (SSPL  90 
curve) . 

(II)  Frequency  response  cinrve. 

(III)  Average  saturation  output  (HF-.\v- 
erage  SSPL  90) . 

(Iv)  Average  full-on  gain  (HF-Average  full- 
on  gain). 

(V)  Ref erenee  test  gain. 

(vl)  Frequency  range. 

(vll)  Total  harmonic  distortion. 

( vUl)  Equivalent  Input  noise. 

( ix)  Battery  emrent  drain. 

(X)  Induction  eoll  smisitlvlty  (telephone 
coU  aids  only) . 

(xl)  Input-output  curve  (ACB  aids  only) . 
(xh)  Attack  and  release  times  (AGO  aids 
only ) . 

(5)  Statement  if  hearing  aid  is  used 
or  rebuilt.  If  a  hearing  aid  has  been  used 
or  rebuilt,  this  fact  shall  be  declared  on 
the  container  in  which  the  hearing  aid 
is  packaged  and  cm  a  tag  Uiat  is  physi¬ 
cally  attached  to  such  hearing  aid.  Such 
fact  may  also  be  stated  In  the  User  In¬ 
structional  Brochure. 

(6)  Statements  in  User  Instructional 
Brochure  other  than  those  required.  A 
User  Instructional  Brochure  may  contain 
statements  or  illustrations  in  addition  to 
those  requir^l  by  paragraph  (c)  of  this 
section  if  the  addi^nal  statements: 

(1)  Are  not  false  or  misleading  in  any 
particular,  e.g.,  diminishing  the  impact 
of  the  required  stat^ents;  and 

(ii)  Are  not  prihibited  by  this  chan¬ 
ts  or  by  regulatiims  of  the  Federal 
Trade  Commission. 

(d)  Submission  of  all  labeling  for  each 
type  of  hearing  aid.  Any  manufacturer 
of  a  hearing  aid  described  in  paragraph 
(a)  of  this  section  shall  submit  to  the 
Food  and  Drug  Administration,  Bureau 
of  Medical  Devices  and  Diagnostic  Prod¬ 
ucts,  Division  of  Compliance,  HFK-116, 
8757  Georgia  Ave.,  Etilver  Spring,  MD 
20910,  a  copy  of  the  User  Instructional 
Brochure  described  in  paragraph  (c)  of 
this  sectiem  and  all  o^er  labeling  for 
each  type  of  hearing  aid  cm  or  before  Au¬ 
gust  15,  1977. 


Copies  available  from  the  Acoustical  So¬ 
ciety  of  America,  886  X.  46tb  St.,  New  Y<»k. 
H.T.  10017. 
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§  801.421  Hearing  aid  deviees;  rondi- 
lioiis  for  sale. 

(a>  Medical  evalvation  requirements — 

(1)  General.  Except  as  provided  in 
paragraph  (a)  (2)  of  this  section,  a  hear¬ 
ing  aid  dispenser  shall  not  sell  a  hearing 
aid  unless  the  prospective  user  has  pre¬ 
sented  to  the  hearing  aid  dispenser  a 
written  statement  signed  by  a  licensed 
physician  that  states  that  the  patient’s 
hearing  loss  has  been  medically  evalu¬ 
ated  and  the  patient  may  be  considered 
a  candidate  for  a  hearing  aid.  The  medi¬ 
cal  evaluation  must  have  taken  place 
within  the  preceding  6  months. 

(2)  Waiver  to  the  medical  evaluation 
requirements.  If  the  prospective  hearing 
aid  user  is  18  years  of  age  or  older, 
the  hearing  aid  dispenser  may  afford 
the  prospective  user  an  opportxmity  to 
waive  the  medical  evaluation  require¬ 
ment  of  paragraph  (a)  (1)  of  this  section 
provided  that  the  hearing  aid  dispenser: 

(i)  Informs  the  prospective  user  that 
the  exercise  of  the  waiver  is  not  in  the 
user’s  best  health  interest; 

(ii)  Does  not  in  any  way  actively  en¬ 
courage  the  prospective  user  to  waive 
such  a  medical  evaluation;  and 

(iii)  Affords  the  prospective  user  the 
opportunity  to  sign  the  following  state¬ 
ment: 

I  have  been  advised  by 


(Hearing  aid  dispenser’s  name) 

that  the  Food  and  Drug  Administration  has 
determined  that  my  best  health  Interest 
would  be  served  if  I  bad  a  medical  evaluation 
by  a  licensed  physician  (preferably  a  physi¬ 
cian  who  specializes  in  diseases  of  the  ear) 


before  purchasing  a  hef^ng  aid.  I  do  not 
wish  a  medical  evaluation  before  purcha-sing 
a  hearing  aid. 

<b)  Opportunity  to  review  User  In¬ 
structional  Brochure.  Before  signing  any 
statement  under  paragraph  (a)  (2)  (iii) 
of  this  section  and  before  the  sale  of  a 
hearing  aid  to  a  prospective  user,  the 
hearing  aid  dispenser  shall: 

(1)  Provide  the  prospective  user  a  copy 
of  the  User  Instructional  Brochure  for  a 
hearing  aid  that  has  been,  or  may  be  se¬ 
lected  for  the  prospective  user; 

(2)  Review  the  content  of  the  User  In¬ 
structional  Brochure  with  the  prospec¬ 
tive  user  orally,  or  in  the  predominate 
method  of  communication  used  during 
the  sale; 

(3)  Afford  the  prospective  user  an  op¬ 
portunity  to  read  the  User  Instructional 
Brochure. 

(c)  Availability  of  User  Instructional 
Brochure.  (1)  Upon  request  by  an  in¬ 
dividual  who  is  ccxisidering  purchase  of  a 
hearing  aid,  a  dispenser  shall,  with  re¬ 
spect  to  any  hearing  aid  that  he  dis¬ 
penses,  provide  a  copy  of  the  User  In¬ 
structional  Brochure  for  the  hearing  aid 
or  ttie  name  and  address  of  the  manu¬ 
facturer  or  distributor  from  whom  a 
User  Instructional  Brochure  for  the 
hearing  aid  may  be  obtained. 

(2)  In  addition  to  assuring  that  a 
User  Instructional  Brochure  accom¬ 
panies  each  hearing  aid,  a  manufacturer 
or  distributor  shall  with  respect  to  any 
hearing  aid  that  he  manufactures  or  dis¬ 
tributes; 

(1)  Provide  sufficient  copies  of  the 
User  Instructional  Brochure  to  sellers  for 


distribution  to  users  and  pi*ospective 
users; 

(ii)  Provide  a  copy  of  the  User  In¬ 
structional  Brochure  to  any  hearing  aid 
professional,  user,  or  prospective  user 
who  requests  a  copy  in  writing. 

(d)  Recordkeeping.  The  dispenser 
shall  retain  for  3  years  after  the  dis¬ 
pensing  of  a  hearing  aid  a  copy  of  any 
written  statement  from  a  physician  re¬ 
quired  under  paragraph  (a)(1)  of  this 
section  or  any  written  statement  wail  ¬ 
ing  medical  evaluation  required  under 
paragraph  (a)  (2)  (iii>  of  this  section. 

(e)  Exemption  for  group  auditory 
trainers.  Group  auditoiy  trainers,  de¬ 
fined  as  a  group  amplification  system 
purchased  by  a  qualified  school  or  insti¬ 
tution  for  the  purpose  of  communicat¬ 
ing  with  and  educating  individuals  with 
hearing  impairments,  are  exempt  from 
the  requirements  of  this  section. 

Effective  date.  This  regulation  shall 
become  effective  August  15,  1977. 

(Secs.  201(h),  (k),  (m),  (n),  502,  519,  520(e). 
701(a),  704,  52  Stat.  1040-1041  as  amended. 
1050-1051  as  amended,  1055,  67  Stat.  477  as 
amended.  90  Stat.  564r-565,  567  (21  U.S.C.  321 
(h),  (k),  (m),  (n),  352,  3601,  360j(e) ,  371  (a) . 
374) .) 

Dated:  February  10,  1977. 

Sherwin  Gardner, 

Acting  Commissioner 
of  Food  and  Drugs. 

Note. — Incorporation  by  reference  ap¬ 
proved  by  the  Director  of  the  Office  of  the 
Federal  Register  on  January  13,  1977,  and  It 
Is  on  file  In  the  Federal  Register  library. 
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